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510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

Submitted by:
Pharos Life Corporation
11-380 Jamieson Parkway
Cambridge, Ontario
N3C 4N4

Date Prepared:
February 26, 2008

Contact Person;

Phil Cuscuna

Tel.: 519 651-1177, ext 225

Fax: 519 651-2277

Email: phil.cuscuna@pharoslife.com

Device Name and Classification:

Trade Name: Tdnda Skincare System

Common Name: Tdnda Skincare System

Classification Name: Laser surgical instrument for use in general
and plastic surgery and in dermatology

Ciassification Panel: General & Plastic Surgery

CFR Section: 21 CFR §878.4810

Device Class: Class I

Device Code: GEX

Intended Use:
The Té&nda Skincare System is intended as an over-the-counter

phototherapy device for the freatment of mild to moderate
acne.

Substantial Equivalence:

The Tanda Skincare System is substantially equivalent to:
e Tanda Skincare System, Pharos Life Corp, K070185, (Aug 21,
2007)

e Zeno, TyrellInc., K043377, (July 13, 2005)
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Device Description:

The Tanda Skincare System is a modular platform which uses light
treatment heads combined with onboard electronic controls
and intelligence designed to offer solid state light source
treatments for mild to moderate inflammatory acne.

Comparison of Technological Differences:

The intended use and technological characteristics of the Ténda
Skincare System are virtually identical to the combined intended
uses and technological characteristics of the listed equivalent
devices. Any differences between the Tdnda Skincare System
and the equivalent devices have no significant influence on
safety or effectiveness of the Té&nda product.

Additional Safety Data

A clinical Study under the supervision of a Health Care
practitioner (MD) was undertaken and shown 1o demonstrate
that the Tadnda Skincare System can be used safely as a non-
prescription device.

The Tdnda Skincare System has undergone certification to (EC
60601-1. In addition, testing and analysis have demonstrated
compliance fo ISO 10993 (Biocompatibility).

The ocular hazard level presented by unprotected exposure to
the Tanda Skincare light source was determine by applying the
calculations specified in Threshold Limit Values for Chemical
Substances and Physical Agents & Biological Exposure Indices of
the American Conference of Governmental Industrial Hygienists
Worldwide and the standards of the International Commission on
Non-ionizing Radiation Protection. The results indicate that the
Tanda Skincare System - does not pose a risk of retinal injury due
to either the blue-light phototoxic effect, or the thermal damage
mechanism. In addition, there are no negative additive effects
from light exposure.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Pharos Life Corporation NOV 14 2008
% Mr. Phil Cuscuna

11-380 Jamieson Parkway

Cambridge, Ontario, Canada

N3C 4N4

Re: K080591

Trade/Device Name: Ténda Skincare System

Regulation Number: 21 CFR 878.4810

Regulation Name: Laser surgical instrument for use in general and plastic surgery
and in dermatology

Regulatory Class: 11

Product Code: GEX

Dated: November 12, 2008

Received: November 12, 2008

Dear Mr. Cascuna:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent {for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class 11 (Special Controls) or class Il (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Repister.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
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Page 2 - Mr. Phil Cuscuna

torth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This Tetter will allow you to begin marketing your device as described in your Scction 510(k)

premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device -
to proceed to the market.

If you desire specitic advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiclogical Health’s (CDRH’s) Office of Compliance at
(240) 276-0115. Also, please note the regulation entitled, "Misbranding by refercnce to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDRY), please contact the Division of Surveillance Systems

at (240) 276-3464. You may obtain other general information on your responsibilities under the
Act from the Division of Small Manufacturers, International and Consumer Assistance

at its toll-free number (800) 638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index himl.

Sincerely yours,

AMade N AVl

Mark N. Melkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

FOI - Page 4 of 906
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Indications for Use

510(k) Number:
Device Name: Tdnda Skincare System

Indications For Use:

The T#nda Skincare System is generally indicated to treat dermatological conditions.
Specifically, Blue light modules are indicated to treat mild to moderate inflammatory

acne.
Prescription Use AND/OR Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1of 1
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Food and Drug Administration
9200 Corporate Boulevard
Rockvilie MD 20850

Pharos Life Corporation NOV 14 2008
% Mr. Phil Cuscuna :
11-380 Jamieson Parkway

Cambridge, Ontario, Canada
N3C 4N4

Re: K080591

Trade/Device Name: Ténda Skincare System

Regulation Number: 21 CFR 878.4810

Regulation Name: Laser surgical instrument for use in general and plastic surgery
and in dermatology

Regulatory Class: 11

Product Code: GEX

Dated: November 12, 2008

Received: November 12, 2008

Dear Mr. Cascuna:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to '
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class Il (Special Controls) or class ITI (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to §98. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act-
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions {Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Scction 510(k)

premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device -
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CIFR Part 801), please
contact the Center for Devices and Radiological Health’s.(CDRH’s) Office of Compliance at
(240) 276-0115. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRI’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systens |
at (240) 276-3464. You may obtain other general information on your responsibilities under the
Act from the Division of Small Manufacturers, International and Consumer Assistance
at its toll-free number (800) 638-2041 or (240) 276-3150 or at its Internet address
http:/iwww.fda. gov/cdrh/industry/support/index html.

Sincerely yours,

Made N Ayl

Mark N. Melkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and-
Radiological Health

Enclosure
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Indications for Use
510(k) Number:

Device Name: T#nda Skincare System

Indications For Use:

The Ténda Skincare System is
Specifically, Blue light modul
acne. ‘

generally indicated to treat dermatological conditions.
es are indicated to treat mild to moderate inflammatory

_Prescription‘ Use - AND/OR

Over-The-Counter Use X
(Part 21 CFR 801 Subpart D)

(21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF N-EEDED) '

Concurrence of CDRH; Office of Device Evaluation (ODE)
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g _/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
G{b""} ’ Food and Drug Administration
. 9200 Corporate Boulevard

Rockville, Maryland 20850

November 12, 2008

11-380 JAMIESON PKWY ‘
CAMBRIDGE Product: TANDA SKINCARE SYSTEM, MODEL:

CANADA W3C 4N4
ATTN: PHIL CUSCUNA

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information 1s
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center (HFZ-401) at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Pleasc refer to this guidance for information on current fax and
e-mail practices at www.fda.gov/cdrh/ode/a02-01.html. On August 12, 2005 CDRH issued the Guidance for
Industry and FDA Staff: Format for Traditional and Abbreviated 510(k)s. This guidance can be found at
http://www.fda.gov/cdrh/ode/guidance/1567. himl. Please refer to this guidance for assistance on how to format
an original submission for a Traditional or Abbreviated 510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of'a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (240)276-3150 or at their toll-free number (800) 638-2041, or contact the 510k staff at

(240)276-4040.
Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer
Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

FOI - Page 9 of 906 | - AS
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/: DEPARTMENT OF HEALTH & HUMAN SERVICES - Public Health Service

o, i Food and Drug Administration
vy ‘ 9200 Corporate Boulevard

Rockvilic, Maryland 20850
November 12, 2008

510k Number; K080591
Product: TANDA SKINCARE SYSTEM, MODEL:

PHAROS LIFE CORPORATION
11-380 JAMIESON PKWY
CAMBRIDGE

CANADA N3C 4N4

ATTN: PHIL CUSCUNA

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center (HI'Z-401} at the above letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official premarket notification submission. Also, please note
the new Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication
with Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax
and e-mail practices at www fda.gov/cdrh/ode/a02-01.html.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome [ssues" document. It is available on our Center web page at:
http://www.fda.gov/cdrh/modact/leastburdensome . html.

[f after 30 days the addittonal information (Al), or a request for an extension of time, is not received, we will
disconttnuc review of your submission and proceed to delete your file from our review system (21 CI'R
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment”. If the submitter docs submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at http://www.fda.gov/cdrh/mdufma/guidance/1219.html.
Pursuant to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If
you then wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be
considered a new premarket notification submission.

FOI - Page 10 of 906 %



Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (240)276-3150 or at their toll-free number (800) 638-2041, or contact the 510k staff at
(240)276-4040.

Sincerely yours,

Marjorie Shulman

Supervisory Consumer Safety Officer
Premarket Notification Scction

Office of Device Evaluation

Center for Devices and Radiological Health

2
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Food and Drug Administration

o
“Wrazq 9200 Corporate Boulevard

Rockville, Maryland 20850

October 07, 2008

PHAROS LIFE CORPORATION 510k Number: K080591

11-380 JAMIESON PKWY
CAMBRIDGE

CANADA N3C 4N4
ATTN: PHIL CUSCUNA

Product: TANDA SKINCARE SYSTEM, MODEL:

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center (HFZ-401) at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at www.fda.gov/cdrh/ode/a02-01.htm!. On August 12, 2005 CDRH issued the Guidance for
Industry and FDA Staff: Format for Traditional and Abbreviated 510(k)s. This guidance can be found at
http://www.fda.gov/cdrh/ode/guidance/1567.html. Please refer to this guidance for assistance on how to format
an original submission for a Traditional or Abbreviated 510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution unti! you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (240)276-3150 or at their toll-free number (800) 638-2041, or contact-the 510k stafl at

(240)276-4040.
Sincerely yours,

Marjorie Shuiman

Supervisory Consumer Safety Officer
Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

S|
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Qffice of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

July 25, 2008 Rockville, Maryland 20850
PHAROS LIFE CORPORATION 510 (k) Number: K080591

11-380 JAMIESON PEKWY ' Product: TANDA SKINCARE
CAMERIDGE, SYSTEM, MODEL:
CANADA N3C 4N4 . PTSCS

ATTN: PHIL CUSCUNA

We are holding your above-referenced Premarket Notification (510 (k}}
for 30 days pending receipt of the additional information that was
requested by the Office of Device Evaluation. Please remember that
-all correspondence concerning your submission MUST cite your’ 510 (k)
number and be sent in duplicate to the Document Mail Center ({(HFZ-401)
at the above letterhead address. Correspondence sent to any address
other than the one above will not be considered as part of your
official premarket notification submission. Also, please note the
new Blue Book Memorandum regarding Fax and E-mail Policy entitled,
"Fax and E-Mail Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on
current fax and e-mail practices at www.fda.gov/cdrh/cde/a02-01.html.

The deficiencies identified represent the issues that we believe need
to be resolved before our review of your 510 (k) submission can be
successfully completed. 1In developing the deficiencies, we carefully
considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial
equivalence of your device. We also considered the burden that may
be incurred in your attempt to respond to the deficiencies. We
believe that we have considered the least burdensome approach to
resolving these issues. If, however, you believe that information is
being requested that is not relevant to the regulatory decision or
that there is a less burdensome way to resolve the issueg, you should
follow the procedures outlined in the "A Suggested Approach to :
Resolving Least Burdensome Issues"” document. It is available on our
Center web page at: http://www.fda.gov/cdrh/modact/leastburdensome.html.

N
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If after 30 days the additicnal information (AI), or a request for an
extension of time, is not received, we will discontinue review of your
submission and proceed to delete your file from ocur review system

(21 CFR 807.87(1l)). Please note our guidance document entitled,
"Guidance for Industry and FDA Staff, FDA and Industry Actions on
Premarket Notification (510(k)) Submissions: Effect on FDA Review
Clock and Performance Assessment". If the submitter does submit a
written request for an extension, FDA will permit the 510(k) to remain
on heold for up to a maximum of 180 days from the date of the AI request.
The purpose of this document is to asgsist agency staff and the device
industry in understanding how various FDA and industry actions that may
be taken on 510(k)s should affect the review clock for purposes of
meeting the Medical Device User Fee and Modernization Act, You may review
this document at http://www.fda.gov/cdrh/mdufma/guidance/1219.html.
Pursuant to 21 CFR 20.29, a copy of your 510(k) submission will remain in
the Office of Device Evaluation. If you then wigh to resubmit this

510 (k) notification, a new number will be assigned and your submission
will be considered a new premarket notification submission.

Please remember that the Safe Medical Devices Act of 1990 states that
you may not place this device into commercial distribution until you
receive a decision letter from FDA allowing you to do so.

If you have procedural gquestions, please contact the Division of Small
Manufacturers International and Consumer Assistance (DSMICA} at
(240)276-3150 or at their toll-free number (800} 638-2041, or contact
the 510k staff at (240)276-4040. :

Sincerely vyours,

Marjorie Shulman

Superviscr Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and
Radiological Health

53
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DEPARTMENT OF HEAILTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radioclogical Health

Qffice of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

June 03, 2008 - Rockville, Maryland 20850
PHARCS LIFE CORPORATION 510 (k) MNumber: K080591

11~-380 JAMIESON PKWY Product: TANDA SKINCARE
CAMBRIDGE, SYSTEM, MODEL:
CANADA N3C 4N4 PTSCS

ATTN: PHIL CUSCUNA

We are holding your above-referenced Premarket Notification {(510(k))
for 30 days pending receipt of the additional information that was
requested by the Office of Device Evaluation. Please remember that
all correspondence concerning your submission MUST cite your 510 (k)
number and be sent in duplicate to the Document Mail Center (HFZ-401)
at the above letterhead address. Correspondence sent to any address
other than the one above will not be considered as part of your
official premarket notification submission. Aalso, please note the
new Blue Book Memorandum regarding Fax and E-mail Policy entitled,
"Fax and E-Mail Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on
current fax and e-mail practiceg at www.fda.gov/cdrh/ode/a02-01.html.

The deficiencies identified represent the issues that we believe need
tc be resolved before our review of your 510(k} submission can be
successfully completed. In developing the deficiencies, we carefully
considered the statutory criteria as defined in Section 513 (i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial
equivalence of your device. We also considered the burden that may
be incurred in your attempt to respond to the deficiencies. We
believe that we have considered the least burdenscme approach to
resolving these issues. If, however, you believe that information is
being requested that is not relevant to the regulatory decision or
that there is a less burdensome way to resolve the issues, you should
follow the procedures outlined in the "A Suggested Approach to
Resolving Least Burdensome Issues" document. It is available on our
Center web page at: http://www.fda.gov/cdrh/modact/leastburdensome.html.

FOI - Page 15 of 906 755




If after 30 days the additional information (AI), or a request for an
extension of time, is not received, we will discontinue review of your
submission and proceed to delete your file from our review system

(21 CFR 807.87(l)). Please note our guidance document entitled,
"Guidance for Industry and FDA Staff, FDA and Industry Actions on
Premarket Notification (510(k)) Submissions: Effect on FDA Review
Clock and Performance Assessment". If the submitter does submit a
written request for an extension, FDA will permit the 510(k) to remain
on hold for up to a maximum of 180 days from the date of the AI regquest.
The purpose of this document is to assist agency staff and the device
industry in understanding how various FDA and industry actions that may
be taken on 510 (k)s should affect the review clock for purposes of
meeting the Medical Device User Fee and Modernization Act. You may review
this document at http://www.fda.gov/cdrh/mdufma/guidance/1219 . html.
Pursuant to 21 CFR 20.29, a copy of your 510(k}) submission will remain in
the Office of Device Evaluation. If you then wish to resubmit this
510(k) notification, a new number will be assigned and your submission
will be considered a new premarket notification submission.

Please remember that the Safe Medical Devices Act of 1990 states that
you may not place this device into commercial distribution until you
receive a decision letter from FDA allowing you to do so.

If you have procedural guestions, please contact the Division of Small
Manufacturers International and Consumer Assistance {(DSMICA) at
{240)276-3150 or at their toll-free number (800) 628-2041, or contact
the 510k staff at (240)276-4040,

Sincerely yours,

Marjorie Shulman

Supervisor Consumer Safety Officer

Premarket Notification Secticn

Office of Device Evaluation

Center for Devices and
Radiological Health

2o
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DEPARTMENT OF HEALTH AND. HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluatiocn
Document Mail Center (HFZ-401)}
9200 Corporate Blvd.

April 22, 2008 Rockville, Maryland 20850
PHAROS LIFE CORPORATION 510 (k) Number: K0805391

11-380 JAMIESCN PKWY Product: TANDA SKINCARE
CAMBRIDGE, SYSTEM, MODEL:

CANADA N3C 4N4 PTSCS
ATTN: PHIL CUSCUNA : ‘

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or 1f any additional information is required. Please
remember that all correspondence concerning your submission MUST

be sent to the Document Mail Center {HFZ-401} at the above

letterhead address. Correspondence sent to any address other than

the one above will not be considered as part of your official
premarket notification submission. Also, please note the new

Blue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and E-Mail Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on current
fax and e-mail practices at www.fda. gov/cdrh/ode/a02 01l.html. .

On August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff:
Format for Traditional and Abbreviated 510 (k}s. Thig guidance can be
found at http://www.fda.gov/cdrh/ode/guidance/1567.html. Please refer
to this guidance for a551stance on how to format an orlglnal submission
for a Traditional or Abbreviated 510 (k).

The Safe Medical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distribution

until you receive a letter from FDA allowing you to do so. As in

the past, we intend to complete our review as quickly as possible.
Generally we do so in 90 days. However, the complexity of a submission
or a requirement for additional information may occasionally cause

the review to extend beyond 20 days. Thus, i1if you have not received

a written decision or been contacted within 90 days of ocur receipt

date you may want to check with FDA to determine the status of your
submigsgion.

29%
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If you have procedural questions, please contact the Division of Small
Manufacturers International and Consumer Assistance {DSMICA) at

(240)276-3150 or at their toll-free number (800) 638-2041, or contact
the 510k staff at (240}276-4040. :

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Cffice of Device Evaluation
Center for Devices and

Radiological Health

| | 211
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DEPARTMENT COF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiclogical Health

Cffice of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

April 18, 2008 Rockville, Maryland 20850
PHAROGS LIFE CORPORATION 510 (k) Number: K08059l

11-380 JAMIESCN PKWY Product: TANDA SKINCARE
CAMBRIDGE, SYSTEM, MCDEL:
CANADA N3C 4N4 PTSCS :

ATTN: PHIL CUSCUNA

We are holding your above-referenced Premarket Notification (510(k})
for 30 days pending receipt of the additional information that was
re%uested by the Office of Device Evaluation. Please remember that
all correspondence concerning your submission MUST cite your 510 (k)
number and be sent in duplicate to the Document Mail Center (HFZ-401)
at the above letterhead address. Correspondence sent to any address
other than the one above will not be considered as part of your
official premarket notification submission. Also, please note the
new Blue Book Memorandum regarding Fax and E-mail Policy entitled,
"Fax and E-Mail Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on
current fax and e-mail practices at www.fda.gov/cdrh/ode/a02-01.html.

The deficiencies identified represent the issues that we believe need
to be resolved before our review of your 510(k) submission can be
successfully completed. In developing the deficiencies, we carefully
considered the statutory criteria as defined in Section 513 (i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial
equivalence of your device. We also considered the burden that may
be incurred in your attempt to respond to the deficiencies. We
believe that we have considered the least burdensome approach to .
resolving these issues. If, however, you believe that information 1is
being requested that is not relevant to the regulatory decision or
that there is a less burdensome way to rescolve the issues, you should
follow the procedures outlined in the "A Suggested Approach to
Resolving Least Burdensome Issues" document. It is available on our
Center web page at: http://www.fda.gov/cdrh/modact/leastburdensome.html.

FOI - Page 19 of 906 | 00



If after 30 days the additional information (AI), or a request for an
extension of time, is not received, we will discontinue review of your
submission and proceed to delete your file from ocur review system

(21 CFR 807.87(1)). Please note our guidance document entitled,
"Guidance for Industry and FDA Staff, FDA and Industry Actions on
Premarket Notification (510(k)) Submissions: Effect on FDA Review
Clock and Performance Assessment". If the submitter does submit a
written request for an extension, FDA will permit the 510(k) to remain
~on hold for up to a maximum of 180 days from the date of the AI request.
The purpose of this document is to assist agency staff and the device
industry in understanding how various FDA and industry acticons that may
be taken on 510(k)s should affect the review clock for purposes of
meeting the Medical Device User Fee and Modernization Act. You may review
this document at http://www.fda.gov/cdrh/mdufma/guidance/1219.html.
Pursuant to 21 CFR 20.29, a copy of your 510(k) submission will remain in
the Office of Device-Evaluation. . If you then wish to resubmit this

510 (k) notification, a new number will be assigned and your submission
will be considered a new premarket notification submission.

Please remember that the Safe Medical Devices Act of 1990 states that
you may not place this device into commercial distribution until you
receive a decision letter from FDA allowing you to do sgo.

If you have procedural guestions, please contact the Division of Small
Manufacturers International and Consumer Asgsgistance (DSMICA) at
(240)276-3150 or at their toll-free number (800) 638-2041, or contact
the 510k staff at (240)276-4040. -

Sincerely yours,

Marjorie Shulman

Supervigor Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and
Radiological Health
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DE%ARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Fecod and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

March 04, 2008 o Rockville, Maryland 20850
PHAROS LIFE CORPORATION 510 (k) Number: K080591

11-380 JAMIESON PKWY Received: 03-MAR-2008
CAMBRIDGE, Product : TANDA SKINCARE

CANADA N3C 4N4 SYSTEM, MODEL: PTSCS
ATTN: PHIL CUSCUNA .

The Food and Dru% Administration (FDA), Center for Devices and
Radiclogical Health (CDRH), has received the Premarket Netification,

(510(k}}, you submitted in accordance with Section 510(k) of the Federal
Food, Drug, and Cosmetic Act (Act) for the above referenced product and
for the above referenced 510(k) submitter, Please note, if the 510 (k)

submitter is incorrect, please notify the 510(k) Staff immediately. We
have assigned your submission a unique 510(k}) number that is cited above.
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. We will notify you when
the processing of your 510({(k) has been completed or if any additional
information is required. YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL
DISTRIBUTICN UNTIL YOU RECEIVE A LETTER FROM FDA ALLOWING YOU TO DO SO,

Please remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (DMC)(HFZ—401? at the above ‘
letterhead address. Correspondence sent to any address other than the
one above will not be considered as part of your official 510 (k}
submission. :

On September 27, 2007, the President signed an act reauthorizing medical
device user fees for fiscal years 2008 - 2012. The legislation - the
‘Medical Device User Fee Amendments of 2007 is part of a larger bill, the
Food and Drug Amendments Act of 2007. Please visit our website at
http://www.fda.gov/cdrh/mdufma/index.html for more information regarding
fees and FDA review goals. In addition, effective January 2, 2008, any
firm that chooses to use a standard in the review of ANY new 510 (k) needs
to fill out the new standards form (Form 3654} and submit it with their
510(k}. The form may be found at :
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3654.pdf.

A new provision of the Food and Drug Administration Amendments Act of
2007, 42 U.8.C. 282(j) (5) (B), requires that a certification form
(http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3674.pdEf) accompany
all 5i0(k)/HDE/PMA submissions on or after December 26, 2007. You are
responsible for registering certain device clinical trials in the
Clinical Trials Data Bank %http://prsinfo.clinicaltrials.gov). If your
submission does not include FDA Form 3674, please send 2 hardcopies of
the completed certification form referencing the submission number
identified above. Additional information about the new certification
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form may be found at the following link to the Federal Register Notice
(http://www.fda.gov/OHRMS/DOCKETSa98fr/07~6023.htm).

Please note the following documents as they relate to 510(k}) review:

1) Guidance for Industry and FDA Staff entitled, "Interactive Review for
Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements". This guidance can be found at
http://www.fda.gov/cdrh/ode/guidance/1655.pdf.. Please refer to this
guidance for information on a formalized interactive review process.
2)Guidance for Industry and FDA Staff entitled, "Format for Traditional
and Abbreviated 510({k)s". This guidance can be found at

www . fda.gov/cdrh/ode/guidance/1567 . html. Please refer to this guidance
for assistance on how to format an original submission for a Traditional
or Abbreviated 510 (k).

In all future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, yvou will save FDA
resources and may help reviewers navigate through longer documents more
easily. Under CDRH's e-Copy Program, you may replace one paper copy of
any premarket submission (e.g., 510(k), IDE, PMA, HDE) with an electronic
copy. For more information about the program, including the formatting
requirements, please visit ocur web site at

www. fda.gov/cdrh/elecsub.html.

Lastly, you should be familiar with the regulatory requirements for
medical devices available at Device Advice www.fda.gov/cdrh/devadvice/".
If you have questions on the status of your submission, please contact
DSMICA at (240) 276-3150 or the toll-free number {800) 638-2041, or at

“their Internet address http://www.fda.gov/cdrh/dsma/dsmastaf.html. If
you have procedural questions, please contact the 510 (k) Staff at
{240)276-4040.

Sincerely yours,
Marjorie Shulman .
Supervisory Consumer Safety Cfficer

Cffice of Device Evaluation
Center for Devices and Radiological Health
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SCREENING CHECKLIST
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

5HHK) Number:

The cover letter clearly idenufies the type of 510(k) submission as (Check the
appropriate box):

special 5100 Do Sections 1and 2

Abbreviared 5100k - Do becrions 1. 3and 4

-

=

i racitional 5104 E ;f no idenubication provided - Do Sections Land 4

Section 11 Required Elements for All Types of 310(k) submissions:

Presentor | Missing or
Adequate | Inadequate

Gover letter, containing the elements listed on page 3-2 of the

Promarket Wonhoaton 1500 Maraal,

Table of Contents. £ 3
Trothivhaml Accurate Sutement, T e
Dievice’s Trade Name, Devices Classification Name and PRt !
Fstablishment Registration Number, g

Device Classification Repulation Number and Regulatory Status i
{Class 1, Class T Class 11T or Unelassified), Fouog
?ﬁ{};ﬁ:m‘«c&i Labeling including the material listed on page 3-4 of the | #- %85
Premarker Neotification [5H0)] Manual i W

Statement of Indications for l ::\‘{: that 18 on 4 separate page in' the
sterarket subinission, Haseide

Substantial *agaé -alence Companson, inchading comparisons of SR
the now device with the predicate in areas that are histed on page F.5%

;s«?

oot the Presrocker Monifieanon I8 TR Banaa |
Uk Sumumary or 31K Satément, Auppedldaly

%
S
o

1
”}eﬁf:m]::rrlf,sn of the device {or maodification of the device) dnclading 1
diagrams, engineenng drawings, photographs or service manuals.

i

Idestifroanon of leeally markered prodicate devige ¥ W, T8

Compliance with p{:"f-:}rwz nce standards. ® [See Secuon 514 of
the Actand 21 CER BOT.RT (4. £
Clase T Cernbicanion and Bummary, B K

%

Financial Certification ot Disclosure Statement for 510(k) /s
o . e e s . s e EW
notfications with 2 clinical srody, * [See 21U CER BOT.87 i

51000 Kt Certification %% ot iy

1
!
1
]
]
]

& - May not be applicable for Special 5100)s. L d
Hk . Ru.%i.&ii‘ffiﬁ for Class 1 devices, only, Mo |

13 i the Premarket Notification [510] Manual agd the

4

wEE - See pages 312 and
Convenience Kits Tnterim Regulatory Guidance
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Section 2: Required Elements for a SPECIAL 510(k) submission:

Present Inadeqguate
of Missing

Name and 5100k number of the submitter’s own, unmodified

i

sradicare device. AP ik 0

A fieﬁ:w?tp?srm of the modifed device and 4 compatison 1o the

.

sponsors predionte device, y

Astatemens that thetnrended Lm*w‘ atl widcations of the
modified device, as described s label wrarethe sume as the
wtetded vses ard hdicanions For the submited’s gomodified

1'3!."2‘.“{.;&*’{.'1‘.1’[ ¢ odevice,

Hoviewer s confirmation that the mnodification has not alered the

tundamental scientitic technology of the submittér’s predicate

device

A DesignControl Activities Summary that includes the fnllowing

;

elements {a-c)

&, ldenribication of Risk Analysis method{s) used to assess the

impact of the modification on the device and its components; and

%

the resuits of the analyvsls,
b. Based on the Risk - Analysts, an identfication of the sequited

sverfication and validaton acovines, moludy 1 the methods of
rests used and the acceptance oriteria to be annbied,

A Declaranion of Conformiry with design contrals that includes
the followine statements:

A starement that, as required by the nisk analvsis, all
veprification and vahidation scnvities weg performad by the
destgnated individualls) and the resules of the activitics
demonsteated tharthe predetermined acceptance criteria were
met. This statement is signed by the individual responsible
for those parmoular achivities,

A statement that the manufacturing facility 48 in conformance ;

with the destgn confrol procedure sequurements as speaified
w 2T FR S2030 and the records are available for reviiw,

This statement i signed by the individual responsible for

those particular seiivities,

Section 3: Required Elements for an ABBREVIATED 510{k)* submission:

Present Inadequate
or Missin

For g submission, which relies ona padanee documentand for

tabcontrol(sh o summary report that describes how the

spee
mpdance and/o V
assactated with the particular device types (I 4 manufacturer

s special control(s) was used to address the risks

eleets 1o use an alternate approsch 1o address 2 parteular risk, )
sufficient detatl should be provided to justify that approach.)

For a submission, which relies on s recopmzed standard; 4
declamanon of conformity [Fora lstingof i%}e: reguired elementy
ot adeclration of conformity, SEE Rc ired Blementa fora
Dreclaranon of Condormity 1o a Recosnized Brandard, which
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s yvosted with the 3106 Baslers onthe H o deives

1

Fora subtopssion, Mazch rehios on a recognized standard without a
declaration of conformity, a statement that the manufacturer
intends to conform to @ tecopnized standard and that supportin ‘

date will beavailable before tmrl«\c;aglg the device,

For a submission, which relies on a nonrrecognized standard that
e Mns‘& sawrma ally accopted by FDA astatement that the '

golurer : {i*\ booaritorm o i Teo 1‘3§EE;’E§.I ‘*f’éil'ﬁi%éii‘d and

that sunporong dats will be wvatlable betore marketing the device.
> :

For a submisston, which relies on # nonsrecogmzed standard thar
has pot been histoneally accepted by FIDA, d statement that the
manufacturer intends to confortn to 4 fecopnized standard 2ad
that ng}ptzs‘%‘ii}ﬁ datz will be aviulable before marketing the device
and any addilonal mitormanon requested by the reviewer in order
e dtf{t.“"'izlh'!t_-:" substantal equmalence,

Any addinonal iformation, which is not covered by the gudance
docutnent, special control, recognized standard and/ or gon-
recogriized standard, in order wo determiine substintial

eouvalense

* = When m{ﬂ}'z;ﬁ{‘?jsig the review of an abbreviated 510k, g"ﬁa;‘iw out

)

s fill
Abbrevigted Standards Data Form {locared onthe H develang Het all %”;:: gtdance

documents, speaal controls, recognized standards and/ or 1?:{%11»37{&:{;%5111&;\s
standards, which were noted by the sponsor.

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL
510(k) submissions (If Applicable):

Present Inadequate
or Missing

a4 Blocompatibiliey data for all patierirtcontactiog marerials; OR

. & wx . i i SR »:'m\ae, “‘;M
certification of denteal migteral A formulanon: A §=§H*'@§‘"’?

i ‘\[E:L;_if CHOn *mgi eupirgtion dating intormation: o3 Ak
£ FIFTENCON | NORRRIg™ S iy s b
B ealidarinn vaethnd of teriliznton mradeis

% 'f?' X
Y wpveeevbr eprecssen bre
e
; - i )
wiibes 1 dinse
T:“é Uearfvionnl Nl il < e 1 oracl ¥
o1 Sotuware Doouinentabogy &

Items with checks in the “Present or Adequate” column do not require ¢ additional
{nformation from the sponsor. Items with checks in the “ Missing or Inadequate”
columan must be submitted before substantive review of the document.

Passed Screening Yes No
Reviewer:
Congurrence by Review Braonch:
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Date:

The deficiencies identified above represent the issues that we believe need to be resolved
before our review of your 510(k) submission can be successfully completed. In developing
the deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of
the Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your
device. We also considered the burden that may be incurred in your attempt to respond to
the deficiencies. We believe that we have considered the least burdensome apptoach to
resolving these issues. If, however, you believe that information is being requested that is
not relevant to the regulatory decision or that there is a less burdensome way to resolve the
issues, you should follow the procedures outlined in the “A Suggested Approach to
Resolving Least Burdensome Issues” document. Itis available on our Center web page at:

http:/ /www.fda.gov/cdth/modact/leastburdensome.html
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 8010-0120
Expiration Date: August 31, 2010.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET Se6 OMB Statomont on page 5.

Date of Submission

02/26/2008
SECTION A

User Fee Payment ID Number
MDE034924-956733

TYPE OF SUBMISSION

FDA Submission Dogument Number (if known)

PMA PMA & HDE Supplement PDP 510(k) Meeting
[] originat Submission [ ] Regular (180 day) [] criginal POP " | [] original Submissicn: [] Pre-510(K} Meeling
[] Premarket Repon [ special ] Notice of Completion ] Traditional { ] Pre-IDE Meeting
[ ] Modular Submissicn [ ] Panel Track (PMA Only) [] Amendment to PDP ] speciat [] Pre-PMA Meeting
|:| Amendment D 30-day Supplement D Abbreviated (Complete L__] Pre-PDP Meeting
] Repon ] 30-day Notice section |, Page 5) [] Day 100 Meeting
D Report Amendment |:| 135-day Supplement D Auditianal Information D Agreement Meeting
[[] Licensing Agreement [] Real-time Review [ Third Party : ] Determination Meating
D ﬁrggngﬂ?gl\; rt&ﬁ{\d!\ & ‘ ) D Other (specify):
] other
{DE Humanitarian Device Class Il Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class lll Deslgnaticn
{De Novo)
|:| Original Submission |:| Qriginal Submission E] Original Submission D Original Submission D 513(g)
|:| Amendment ‘ I:l Amendment D Additional Information D Additional Information D Other ' o
D Supplement D Supplement : (describe submission):
|:| Report
« [ Report Amendment
Have you used or cited Standards in your submission? ¥ives [INo {If Yes, please complete Section , Page 5)

SECTIONB SUBMITTER, APPLICANT OR SPONSCR

Company / Institution Name Establishment Registration Number {if known) -

Pharos Life Corporatian ' 3006212369

Division Name (If applicable) . Phone Number (inc{uding area code)

N/A ( 519 ) 651-1177 ext. 225

Street Address ' FAX Number (including area code}

11-380 Jamiescn Parkway , ( 519 ) 651-2277

City State / Pravince ZIP/Postal Code Country
Cambridge : Ontario N3C 4N4 Canada
Contact Namg

Phil Cuscuna

Contact Title Comtact E-mail Addrass

Quality Assurance and Regulatory Manager phil.cuscuna@pharoslife.com

SECTIONC APPLICATION CORRESPONDENT (e.g., consultant, if different from above)
Comparty / Institution Name

Division Name (if applicable) Phone Number fincluding area code}
Street Address FAX. Number {including area code)
City State / Province Z|P/Postal Code Country

Contact Name

Contact Title Contact E-mail Address

FORM FDA 3514 (9/07) PAGE 1 OF 5 PAGES

P'SC Graphics: (3013 443.1000  EF
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SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

|:] Withdrawal

] Additional or Expanded Indications

[] Request for Extensicn

|:| Post-approval Study Protocol

[ ] mequest for Applicant Hold

|:| Request for Removal of Applicant Held

|:| Request to Remove ar Add Manufacturing Site

B Change in design, component, or
specification;
D Software /Hardware
[ color Additive
D Material
[:| Specifications
[ Other (specity beiow)

(] Process change:
I:] Manufacturing
D Sterilization
i:j Packaging
|:| Other (spacify balow)

|:| Location change:
|:| Manufacturer
[ sterilizer
[] Packager

] Labeling change:
|:| Indications
|:| Instructions
[] Performance
[] shelf Life
[:] Trade Name

|:| Response to FDA correspondence:

[ ] Other (specify below)

] Repart Submission:
|:| Annual or Periodic
D Post-approval Study
[] Adverse Reaction
[:l Device Defect
D Amendment

[] change in Ownership
[] Change in Correspondent
D Change of Applicant Address

|:| Other Reascn (specify):

SECTION D2

D New Device

D New Indication

(] Addition of Intitution

El Expansion / Extension of Study
] IRB Certitication

[] Termination of Study

[[] withdrawal of Application

|:| Unanticipated Adverse Effect
[] Metification of Emergency Use
[[] Compassionate Use Request
|:| Treatment IDE

|:| Continued Access

REASON FOR APPLICATION - IDE

I:] Change in:
[] Corraspondant / Applican
(] Design /Device
|:| Informed Consent
I:l Manufacturer
|:| Manufacturing Process
|:| Protocol - Feasibility
[] Protocol - Other

|:| ISponsor

|:| Report submission;
] current Investigator
[] Annual Progress Repant
|___| Site Waiver Report

[ Finat

[] Repose to FDA Letter Concerming:
|:i Cenditicnal Approval
|:| Deemed Approved
|:| Deficient Final Report
[] paficient Progress Report
D Deficient Investigator Repont
[ ] Disapproval
D Request Extension of

Time 1o Respond to FDA

[:] Request Meeting
|:] Request Hearing

|:| Other Reason (specify).

SECTION D3

D New Device

REASON FOR SUBMISSION - 510(k)

/] Additional or Expanded Indications

D Change in Technology

[_—_| Other Reason (specify): .

FORM FDA 3514 (9/07)
FOI - Page 29 of 906
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SECTION E ADDITIONAL INFORMATION ON 510{(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimad Summary of, or statement conceming,
| safety and effectiveness information

1| GEX 2 3 4

D 510 (k) summary attached

| 5 6 7 8 [ 510 (k) statement
Informatien on devices to which substantial equivalence is claimed (if known)
) 510(k} Number ) Trade or Proprietary or Model Name f”ﬂﬁil Manufacturer

; KO70185 ] Tanda Skincare System ] Pharos Life Carporation

S =
K043377 Zeno Tyrell Inc.

2 2 2 i, \
3 3 3

4 4 4

B 5 5

5 C 6 e

SECTION F PRODUCT ' FORMAIN - APPLICATION TC ALL APPLICATIONS

Cammon or usual name or classification’

’ Trade or Proprietary or Madel Name for This Device ‘ffg Model Mumber
t | Tanda Skincare System _ ‘ 1| PTSCS
2 2
3 3
4 4
5 . 5
FDA document numbars of all prior related submissions {regardiess of outcome)
- 4 5 6
! Ko70185 2 3
7 8 , o g 10 : 1" 12

Data Included in Submission
[] Laboratory Testing [ Animal Trials (] Human Trials

SECTION G PRODUCT CLASSIFICATION - APPLICATION TQ ALL APPLICATIONS
Product Code C.F.R §ection‘ {if applicatie) v Device Class

GEX 21 CFR § 878.4810 ‘ [ Class | 7] Class I
Classification Panel ’ ] -
General & Plastic Surgery [Jctassii [ ] Unclassified

Indications {from fabeling)

The T4nda Skincare System is generally indicated to treat dermatological conditions. '
_Specifically, Blue light modules are indicated to treat mild to moderate inflammatary
acne.

FORM FDA 3514 (9/07} ' PAGE 3 OF 5 PAGES
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Note: Submission of this infermation does not affect the need to submit a 28
or 2891a Device Establishment Registraiion form.

\SECTION H
El Qriginal

[ Add ] Delete

Facility Establishment Identifer (FEI} Number

MANUFACTURING / PACKAGING / ST

FDA Document Number (if known)
91

RILIZATION SITES RELATING TO A SUBMISSION

|:| Contract Sterilizer
|:| Repackager / Relabeler

E] Manufacturer
[[] Contract Manufacturer

Company / Institution Name

Pharos Life Corporation

Establishment Registration Number

3006212369

Division Mame {f applicable)
N/A

Phong Number (including area code)

{ 519 ) 651-1177 ext. 225

Strest Address

11-380 Jamieson Parkway:

FAX Number {including area code)

{ 519 ) 651-2277

City State / Province ZIP{Postal Code Country
Cambridge Ontario N3C 4N4 Canada
Centact E-mail Address

Contact Title

Quality Assurance and Regulatory Affairs
Manager

Contact Name
Phil Cuscuna

phil.cuscuna@pharoslife.com

1

Facility Establish t Identifer {FEI} Numb: b)(4
[ oviginal acility Establishment Identifer (FEI} Number (b)(4)
Mladgd [ ]Delete
Company / Institution Name Establishment Registration Numbar
(b)(4)

Divisicn Name (if applicabis)

Phone Number (including area code)

(b))

FAX Number (inciuding area code)

(b)(4)
br‘itZ Stats / Pravince ZIP/Postal Code Country
‘( )(4) (b)(4) (b)(4)
|
niact Nam Contact Title Contact E-mail Address
(b)(4) (b)(4) (b)(4)
Fagcility Establish t ldentiter (FEI) Numb:
[] original aility Establishment [dentifer (FE) Numbar [] Manufacturer [] contract Sterilizer
[] Add [] petete [] contract Manufacturer || Repackager / Relabeler
Establishment Registration Number

Company / Institution Name

Division Namae (if applicable)

Phone Number (including area code)

Street Address FAX Numbher {including area code)
City State / Province ZIP/Postal Code Country

Contact Title

‘Contact Name
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SECTION | UTILIZATION OF STANDARDS

Note: Complste this section if your application or submission cites standards or includes a “Declaration of Conformity to a Recognized Standard”
statement. :
Standards No. Standards Standards Title Version Date
Crganization . )
10993 Biological Evaluation of Medical Devices 2003-1 08/01/2003
1ISO (Biocompatibility)
Standards No. Standards Standards Title Version Date
Crganization )
60601 Medical Electrical Equiprment Part 1: General 1; 2003 04/23/2003
IEC Requirements for Safety
Standards No. Standards Standards Title Version Date
Organization o )
14971 IS0 Application of Risk Management to Medical Devices 2000 10/16/2000
Standards No. Standards . Standards Title Versian Date
Crganization ‘
13485 L Medicat Devices-Quality Management Systems - 2003 04/13/2003
ISO/CMDCAS Requirements for regulatory purposes
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F
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Rockville, MDD 20850
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Foreword

This document is a complete filing submitted to the US Food and Drug
Administration, as part of the application for the Premarket Notification
510(k) clearance for the Tanda Skincare System from Pharos Life

Corp.

Tdnda is a light emitting product and is classified as a:

» Laser surgical instrument for use in general and plastic
surgery and in dermatology.

» (Code GEX, 21CFR § 878.4810).

Appendix G, Medical Device User Fee, provides a copy of the FDA
cover sheet and PIN regarding this application.
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A. GENERAL INFORMATION

This section provides general information and a summary of the
510(K) premarket submission to the US Food and Drug Administration
(FDA) regarding the Tanda Skincare System from Pharos Life
Corporation.

A.1. NAME AND ADDRESS OF MANUFACTURER

Pharos Life Corporation
11-380 Jamieson Pkwy, Cambridge
Ontario, Canada N3C 4N4

A.2. ESTABLISHMENT REGISTRATION NUMBER/Owner
Operator Number

Establishment Number: 3006212369
Owner Operator Number: 9096882

A.3. NAME, TITLE AND PHONE NUMBER OF CONTACT

Phil Cuscuna
Quality Assurance and Regulatory Affairs Manager

Tel. 519.651. 1177 ext, 225
Fax. 519.651.2277

Email: phil.cuscuna@pharosiife.com

Mailing Address:

Pharos Life Corporation
11-380 Jamieson Pkwy, Cambridge
Ontario, Canada N3C 4N4

Pharos 4P sorporation Prage O/44 LONFIGENTIAL

FOI - Page 38 of 906



Foaa 510 Suelivpiesion February 26, 2008

A.4. TRADE NAME AND COMMON NAME OF DEVICE
Trade names:

Tanda Skincare System

A.5. C FICATION OF THE DEVICE

Table 1y Classification of the Ténda Skincare System

Classification Panel: | General & Plastic Surgery

Applicable CFR Section | 21 CFR §878.4810

Device Class | Clags 11

Product Code GEX

A.6. INTENDED USE

The Ténda Skincare System s intended as an over-the-counter
phototherapy device for the treatment of mild to moderate acne.

A.B. SUBSTANTIALLY EQUIVALENT (PREDICATE)
DEVICES

Tabie 2 Substantially Equivalent {Pradicate’ Devices 10 the Thnda Skincare Bystem

| | 10(k) D f FDA
Predicate Device 310(k) @ Dateo
Name(s) f Applicant Number Clearanc
Tands Skincare System Fharos Life KOJ70185 Aug 217007
(b)(4)
fharng Life corporalion Page o CONFIDENTIAL
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A.9. APPLICABLE AND VOLUNTARY STANDARDS

The device complies with the relevant international and national Safety
Standards. It is designed and manufactured under quality systems in
compliance to the Quality System Regulation [21 CFR 820], with ISO
13485 (including CMDCAS), and with the European Medical Device
Directive (MDD).

The Device also complies with the following CDRH recognized
standards:

A.9.1.1. ISO 10993:2003; Biological evaluation of medical
devices (Biocompatibility)

A.9.1.2. IEC 60601-1-1:2003; Medical Electrical Equipment Part
1: General Requirements for Safety

A.9.1.3. IS0 14971:2000; Medical devices— Application of risk
management to medical devices

A.10. PHAROS LIFE'S OFFICIAL US AGENT

Mr. Jerry Doane

US AGENT & MARKETING SERVICES
TOBIAS SYSTEMS

2801 Long Road, Ste 204

Grand Island, NY 14072

Phone: 716-775-0533

Email: jdoane@usagent-tobias.com

B. ADMINISTRATIVE INFORMATION

B.1. 510K SUMMARY OF SAFETY AND EFFECTIVENESS

This section summarizes the safety and effectiveness of the Tdanda
System. A separate 510(k) Summary document is provided in
Appendix Q, FDA 510(k) Summary, as required by FDA guidelines.

Pharos Life corporation Page 8/44 CONFIDENTIAL
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B.1.1. Trade Name and Modeil Number

The Tanda Skincare System consists of the following specific
components which may be marketed separately or bundled together in
varigus configurations as a single system,

Table 3: Ténga BRincare System Components ang Trade Names

Name Model intion
M

i .

1.| Tanda Skincare System | PTSCS Trade name given fo the
entire functional system.

The system consists of a
controlunit and a
Treatment Head that can
pe interchanged with other
light-based treatment
heads - as they become
available in the future.

B.1.2. Predicate Devices

As indicated in Section A.8, Tanda Skincare System is substantially
equivalent to listed predicate devices.

(b))

Pharos Life corporation page 944 CONFIDENTIAL
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B.1.3. Device Description

(b)4)

« Treatment of mild to moderate acne
Other light treatment heads are currently in design input stages:

+ treatment of fine lines and wrinkles (660nm)*
e providing heat for relief of pain (870nm)*

* additional 510(k) submissions will be submitted to the Agency for
clearance - they are excluded from this submission.

In-home use

Combination of technological advances in solid state light source technology
makes in-home light treatment feasible by over-simplifying the treatment
process. For instance the treatment is activated by depressing a singte
button and commences only when contact is made with human skin. The
treatment cycle is then totally automated.

Improvements in the efficacy and efficiency of light source devices enable
delivery of significant, intelligent power in a portable, solid-state handheld
light source device.

Pharos Life corporation Page 13/44 CONFIDENTIAL
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Biue Light Instructions

The Tanda control unit is designed to connect to interchangeable treatment
heads. For the treatment of acne, the blue LED light (414nm wavelength)
head is attached to the Tanda unit.

Attaching the treatment head is simpie and is accomplished by sliding it over
the control unit until it “clicks” in place. A relegse button detaches the head
f

rom the control unit,

Pharps Life corporation page 1444 CONFIDENTTAL
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TREATMENT CYCLE

The following is a User Manual excerpt explaining the treatment
cycle which is identical for both Red and Blue light Treatments.
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 INSTRUCTIONS
STEP 1: Start with clean dry skin.
STEP 2: Place protective goggles comfortably over eyes.

STEP 3: Press power button. You will hear a single "beep” letting you know
the unit is ready and can now be applied to the treatment area.

STEP 4: Place the device in contact with area to be treated. As an added
safety feature the treatment light is designed to not turn on until it makes
contact with the skin.

STEP 5: Wait until the treatment cycle is complete (3 minutes). Then
reapply as needed.

STEP 6. Follow the same process for each area of the skin you wish to treat.

STEP 7. When you are finished with the Tdnda Clear treatment cycle
Remove your protective eye goggles and place the unit in its recharging
base.

Note:

During treatment you will hear a single beep every 30 seconds. This lets
you know that the unit is operational. At the end of the treatment you will
hear two "beeps”. This lets you know that the 3 minutes of the treatment
cycle are complete - reapply as needed.

SAFETY FEATURES

Mitigation for risks associated with light shinning directly into eyes

As part of its Risk Analysis program Pharos Life identified a number of risks.
Although the hazards were all found to be minor, this did not detract from
achieving effective mitigation.

One such hazard was light shining directly into eye. The risks associated
with this hazard were very low and were found to be negligible (see
APPENDIX V: OPTICAL RADIATION SAFETY ANALYSIS). Nevertheless, in
addition to the labeling warnings, Pharos Life implemented additional

Pharos Life corporation Page 16/44 CONFIDENTIAL
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measures to keep users from shining the light directly into eyes. These
mitigations are:
Goqggles

A set of protective eye goggles is provided with each system that is sold.
Along with labeling instructions the presence of the goggles elevates eye-
safety awareness in addition to providing protection during actual treatment.

Skin Sensor

During the treatment cycle, the detection of human skin is continuously
monitored by a built-in capacitive sensor (skin sensor) that is located inside
every LED array head. The light emitting surface in direct contact with the
human skin will trigger the skin sensor and allow the treatment cycle to
begin. Otherwise lack of contact or the sudden interruption of contact will
cause the light to turn off. The skin sensor functions as a safety switch
preventing light from shinning directly intoc the eye. This would occur if the
user accidentally triggered a treatment cycle (depressed main switch) when
not ready.

After the treatment begins, if skin contact is broken the light will
immediately be turned off automatically. If the duration of “non-detection”
of human skin exceeds 20 seconds during the treatment cycle, the Tanda
Skincare System will terminate the treatment and return to “ready mode”.

ADDITIONAL SAFETY FEATURE DESCRIPTIONS

Led Array Head Identification

Built-in features ensure that the LED array head is inserted and installed
correctly before and during treatment cycle process.

B.2. INDICATION FOR USE FORM

The Indication for Use Form, as required by the FDA, is included in Appendix D, FDA
Indication for Use Form.

B.3. TRUTHFUL AND ACCURATE STATEMENT

The Truthful and Accurate Statement, as required by the FDA, is certified and
included in Appendix E, Truthful and Accurate Statement.

Pharos Life corporation Page 17/44 CONFIDENTIAL
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C. DEVICE DESCRIPTION

The following table includes a list of 510(k) review issues and their
applicability to the present submission.

Table 4: 510(k) review issues and their applicability to the present

submission
.......................................................... S Bevew s Mo N/A
Is the device life supporting or life sustaining? X
1s the device implanted (short-term or long- X
term)?
Does the device use software? X
1s the device shipped sterile? X
Is the device single use? X
Is the device home use? X

Is the device for prescription only?

Does the device contain a drug or biological X
product as a component?

is this device a kit?

Is the device subject to Post-market
Surveiilance

Is the device subject to the Radiation Control X
Act
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C.1. SUMMARY OF FUNCTIONS

LIGHT INDICATOR Functions

The Tanda Skincare System has one multi-color indicator light. The
indicator light provides the following information:

Light Indicator
Flashing green
» The Tdnda Professional Skincare System is delivering a treatment cycle.
Green
« The Tanda Professional Skincare System is in ready mode, and is ready for operation.
Orange
+ The battery pack is being charged
Red - Troubleshooting—an error has occurred.
« Trigger the treatment without having Ténda treatment head installed.
* Removed/loose Tédnda treatment head during treatment.
» During the treatment, low battery is detected, the treatment is terminated immediately.
= During the treatment, over-temperature on the treatment surface is detected. The treatment
is terminated immediately.
Off - The Tanda device is in off mode.

AUDIBLE INDICATOR Function

The audible indicator or beeps made by the Tanda Skincare System
are to notify the user that an action is about to take place.

Audible Indicator
One short beep
¢+ The treatment cycle has started and light energy is about to be delivered.
¢« Every 30 seconds to ensure treatment is being delivered
2 short beeps- Completion of a three minute treatment
+ Treatment ends due to pressing the on/off button
+« Treatment ends due to no subject detected for more than 20 seconds
e« Treatment ends due to the low battery condition
3 short beeps
» Termination of treatment due to high surface temperature (41C)
4 short beeps
« Treatment begins, but no Tanda treatment head is installed
» Treatment begins, but an unknown Tanda treatment head is installed

(b)4)
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After the error is reported, if no action is taken on the Tdnda Skincare
System within 1 minute, the unit will ignore the over-temperature error, and
go to the deep-sleep mode, and turn the light indicator off.

If the user takes action, such as pushing button and connecting the power
adaptor, within 1 minute, the over-temperature error will be cleared, and the
light indicator will reflect the new status of the Tdanda Skincare System
(including turning off if the temperature is still above acceptable limit).

SKIN SENSOR

As indicated earlier, contact with human skin is continuously monitored
during treatment by a built-in capacitive sensor (skin sensar) that is located
inside every LED array head. Having the light emitting surface in direct
contact with the human skin will trigger the skin sensor.

LED ARRAY HEAD IDENTIFICATION

The Tanda LED array head ID is assigned for each type of LED array head
electronically. During the treatment cycle, this ID will be continuously
monitored by the Tdnda main unit to ensure it is connected correctly.

LOW BATTERY WARNING

During the treatment cycle, the battery voltage is continuously monitored by
the Ténda main unit while the light output is on. If the low battery capacity
is detected, the treatment cycle will terminate immediately, and the light
indicator glows red indicating the low battery warning.

After the error is reported, if no action is taken on the Tanda Skincare
System within 1 minute, the Tanda Skincare System will ignore the low-
battery-warning error, and go to the deep-sleep mode, and turn the light
indicator off.

If the user takes action within 1 minute, such as pushing button and
connecting the power adaptor, the over-battery-warning error will be
cleared, and the light indicator will reflect the new status of the Tanda
Skincare System.
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C.2. Layout Diagram

A layout diagram of the device is provided in Appendix S

C.3. SPECIFICATIONS

A copy of the Master Requirements Specification is provided in Appendix H

C.4. Mechanism and Theory of Tanda Skincare Treatment

Propionibacterium acnes (P. Acnes) - the bacteria that populate the
sebaceous gland, produce porphyrins? as part of their normal metabolism -
absorb light energy at the blue light spectrum. Exposure of P. acnes colonies
to blue visible light leads to photo-excitation of bacterial porphyrins, singlet
oxygen production and eventually bacterial destruction. The reaction takes
milliseconds and is confined to the bacteria - without affecting the
surrounding tissues. In clinical studies it has been shown that acne may be
treated successfully with blue visible light phototherapy.

D. LABORATORY AND CLINICAL TESTING

D.1 EFFICACY

There have been a number of laboratory and clinical tests over the years
that have looked at the effects of red light and blue light phototherapy;
including laboratory testing sponsored by Pharos Life* and others such as the
one published in the British Journal of Dermatology (2000:142: 973-978).
Copies of research papers on relevant laboratory and clinical testing are
included in Appendix L.

D.2 SAFETY

* A porphyrin is a heterocyclic macrocycle made from 4 pyrrole subunits linked on opposite sides through 4 methine
bridges.

3 “Measurements on Pharos Acne Treatment Light Source: Source Specifications and Preliminary in-vitro results”
See appendix L

)
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In addition, Pharos Life has conducted studies to test the safety of the Tanda
Skincare System. These studies are located in the following Appendices:
¢ APPENDIX V: OPTICAL RADIATION SAFETY ANALYSIS
(University of Waterloo commissioned study)

» APPENDIX W: IEC 60825-1 Test Report

The results of these studies were discussed in length during the last 510(k)
submission (K070185). They were subsequently reviewed and cleared by
the US FDA.
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D.3 SUPPORT FOR OVER-THE-COUNTER (THIS APPLICATION)

¢ APPENDIX X: CLINICAL STUDY PROTOCOL AND REPORT
TANDA CLEAR BLUE LIGHT THERAPY AS SELF CARE IN THE
TREATMENT OF MILD TO MODERATE ACNE
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Discussion of Clinical Data Results

(b))

types of lesions correctly, where clinicians have the expertise to do so. The
subjects were however successful in diagnosing their overall acne
condition as being mild to moderate.

(b))

Subjects regard the Tanda Skincare System Directions for Use as easy to
understand and concise with regards to the treatment protocol.

Subjects also found self-administration of the Tanda Skincare System device
to be straight forward and easy to use, even when it had to be applied twice
a day. They found they could easily use the device without the
supervision of a doctor.

Conclusion

In conclusion, the clinical data helps supports Pharos Life’s intention to
modify the Indications for Use statement to allow the Tdnda Skincare
System to be used as a safe and effective over-the-counter solution for mild
to moderate acne.

Pharos Life corporation Page 32/44 CONFIDENTIAL
FDA 510k Submission
FOI - Page 64 of 906



Foub 510k Submission Pebrubry 26, 2008

E. COMPARISON TO LEGALLY MARKETED
PREDICATE DEVICES

This section provides information regarding predicate devices to the Ténda
Skincare System that have cleared FDA 510{k) notifications. Similarities and
differences between these devices and the Tanda Skincare System are
presented and discussed,

E.1. MANUFACTURER AND TRADE NAME OF PREDICATE
DEVICES

As indicated in section A.8 and listed in Table 2, Pharos Life is claiming
substantial equivalence as a whole to the following:

| Predicate Device | 510( ate of FDA '
Name(s} pplicant Number Clearance 5
a

| Tanda Skincare System Phares Life wos01s5 Aug 21, 2007

%

AN

(

b)(4)

E.2. PROMOTIONAL MATERIAL AND SPECIFICATIONS FOR
SE DEVICES

Appropriate promotional materials and specifications for substantially
equivalent devices to the Tanda Skincare System are provided in Appendix K

Chards Life orporation pane 33744 CONFIDENTIAL
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E.3. TABULAR COMPARISON OF Tdanda AND THE SE
DEVICES

Table 11: TABULAR COMPARISON OF Tanda AND THE SE DEVICES

E.4. DISCUSSION OF SIMILARITIES AND DIFFERENCES

This premarket notification will demonstrate Substantial Equivalence as
defined and understood in the Federal Food Drug and Cosmetic Act and
various guidance documents issued by the Center for Devices and
Radiological Health.

Figure 1 illustrates the path (highlighted on the flow chart - see following
page) to a determination of Substantial Equivalence. This 510k} will
provide information that will document the route to such a determination. A
brief explanation of the decision points follows.
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510(k} "Substantial Equivalence”
Decision-Making Process (Detailed)
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F. LABELING

This section presents labeling for the Tanda Skincare System unit.

F.1. LABELING AND PROMOTIONAL MATERIAL

s Device label can be found in Appendix A

o Quter product packaging labeling can be found in Appendix B (note:
this is considered to be the Principal Display Panel (21 CFR 801.60) for
this device.

Over the Counter Labeling

In addition to the Medical Device Labeling requirements, Tanda Skincare
System also requires adherence to the Labeling Requirements for - Over-
The-Counter (Non-Prescription) Medical Devices. The following

demonstrates how Tdanda Skincare System conforms to this requirement.

Statement of Identity (21 CFR 801.61)
Referencing Appendix B and Appendix I for Principal Display Panel (21

CFR 801.60) the following requirements for the “Statement of Identity” were
all met:

1. Is the statement of identity of the device listed on the principal
display panel?

Yes. Reference Appendix B

2. Is the common name of the device followed by a statement of its
principal intended action(s)?

Yes. Reference Appendix B
3. Is the Indication for use listed in the directions for use?

Yes. Reference Appendix I
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4. Is the statement in bold type, reasonably related in size to the
most prominent printed matter on the display panel, and in lines
(generally parallel) to the base of the package on which it rests?

Yes.
Net Quantity of Contents Statement (21 CFR 801.62)

Referencing Appendix B the following requirements for the “Net Quantity of
Contents Statement” were met:

The label of an over-the-counter (OTC) device in package form must contain
a statement of net gquantity of contents in terms of weight, measure,
numerical count; or a combination of numerical count and weight, measure,
or size. For the Tanda Skincare System it was found that a declaration in
the form of “count” was most appropriate.

The exact wording (from Principal Display Panel) reads:

(b)(4)

The declaration is separated on each principal display panel by at least a
space equal to the height of the lettering used in the declaration, from other
information appearing above and below, and separated by at least twice the
width of the letter "N" from labeling to the left or right.

F.2. USER’'S MANUAL

The complete user’s manual can be found in Appendix I;
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G. SOFTWARE INFORMATION
(b))

This section addresses development, testing and verification of the Tanda
Skincare System software. The guidelines provided in the document
Guidance for Industry and FDA Staff: Guidance for the Content of Premarket
Submissions for Software Contained in Medical Devices, US FDA, 11 May
2005 - are followed to the extent practicable.

G.1. LEVEL OF CONCERN

The Level of Concern as defined by FDA’s software guidance document was
found to be Minor. The following is taken directly out of the FDA guidance,
and is part of Pharos Life’s software development policy (See Appendix T)

Determination of Major Level of Concern

Does the Software Device qualify as Blood Establishment Computer
Software?
No.

Is the Software Device intended to be used in combination with a drug or
biologic?
No.

Is the Software Device an accessory to a medical device that has a Major
Level of Concern?
No.

Prior to mitigation of hazards, could a failure of the Software Device result in
death or serious injury, either to a patient or to a user of the device?

No.

Does the Software Device control a life supporting or life sustaining function?
No.

Does the Software Device control the delivery of potentially harmful energy
that could result in death or serious injury, such as radiation treatment
systems, defibrillators, and ablation generators?

Pharos Life corporation Page 41/44 CONFIDENTIAL
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No. The light emitted is from the visible wavelength spectrum.

Does the Software Device control the delivery of treatment or therapy such
that an error or malfunction could result in death or serious injury?
No.

Does the Software Device provide diagnostic information that directly drives
a decision regarding treatment or therapy, such that if misapplied it could
result in serious injury or death?

No.

Does the Software Device provide vital signs monitoring and alarms for
potentially life threatening situations in which medical intervention is
necessary?

No.

Determining Moderate Level of Concern

Is the Software Device an accessory to a medical device that has a Moderate
Level of Concern?
No.

Prior to mitigation of hazards, could a failure of the Software Device result in
Minor Injury, either to a patient or to a user of the device?
No.

Could a malfunction of, or a latent design flaw in, the Software Device lead
to an erroneous diagnosis or a delay in delivery of appropriate medical care
that would likely lead to Minor Injury?

No.

If the answers to all of the questions in Tables 1 and 2 above are No, the
Level of Concern is Minor.

The LOC is therefore Minor.

G.2. BRIEF DESCRIPTION OF THE FUNCTIONS PERFORMED
BY THE SOFTWARE

Pharos Life corporation Page 42/44 CONFIDENTIAL
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G.3. HAZARD LIST AND MEANS TAKEN TO MITIGATE EACH
HAZARD

A complete list of hazards and associated mitigation is listed in Appendix O

G.4. SOFTWARE REQUIREMENTS SPECIFICATION

A complete list of all software requirements specification is presented in
Appendix H: Master Requirements Specification.
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G.5. TRACEABILITY MATRIX

The traceability matrix for the Tanda Skincare System is presented in
Appendix F.

G.6. VERIFICATION AND VALIDATION DOCUMENTATION

Test procedures and controls applicable to the development, testing,
validation, verification, and release of the Ténda product are presented in
Appendix N: Pharos Life's Product Design and Development Procedure.

Specific software validation and verification tests for the Ténda are

presented in Appendix P: Tédnda System Validation and Verification. These
tests are completed prior to release of Ténda products.

G.7. REVISION LEVEL HISTORY

A complete list of the revision level history of the software used in Ténda is
presented in Appendix M.

H. BIOCOMPATIBILITY

Pharos Life Corporation uses the FDA recognized standard of ISO 10993 to
evaluate the biocompatibility of products that come in contact with the
human body.

The Tanda Skincare System is biocompatible (see Appendix J}; based on
rationale justification.
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74.0 mm

256.0 mm
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APPENDIX C: Tédnda PRODUCT‘
BROCHURES/PROMOTIONAL MATERIALS
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APPENDIX D: FDA INDICATION FOR USE FORM
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Indications for Use

510(k) Number:
Device Name: Tanda Skincare System

Indications For Use:

The Ténda Skincare System is generally indicated to treat dermatological conditions.

Specifically, Blue light modules are indicated to treat mild to moderate inflammatory
acne.

Prescription Use . AND/OR Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

316
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
For: tinda Skincare System
[As Required by 21 CEFR 807.87(k)]

| certify that, in my capacity as Quality Assurance Manager of

Pharos Life Corporation, | believe to the best of my knowledge, that all

data and information submitted in the premarket notification are truthful

and accurate and that no material fact has been omitted.

Phil Gussum&”ﬁaal%t}f Assurance and Regulatory Manager

(Signature)
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Site: null

Page 1 of 1

Form Appraved: OME Na. {¢10-511 Expiration Date: Jenuary 31, 2010. Sec Instructions for OMB Swiement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER: [(b)(4) |
Write the Payment Identification number on your check.

to properly submit your application and fee payment:

should payment be submitted with the application.)

CDRH Document Mail Center.

A completed Cover Sheet must accampany each original application or supplerneni subject to fees. The following actions must be taken

1. Electronically submits the completed Cover Sheet to the Food and Drug Administration {FDA) before payment is sent.

2. Include printed copy of this completed Cover Sheet with a check made payable to the Food and Drug Administration. Remember that
the Payment |dentification Number must be written on the check.

3. Mail Chaeck and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Bax 956733, St. Louis, MO 63195-6733. (Nate: In no case

4. If you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Attn; Government Lackbox
956733, 1005 Convention Plaza, St. Louis, MO 63101, (Note: This address is for courier delivery only. Contact the US Bank at 314-
418-4821 if you have any questions concerning courler delivery.)

5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:
hitp:/fiwww .fda.gov/cdrh/mdufmalsfags. htmi#3a. You are responsible for paying all fees associated with wire transfer.

6. Include a copy of the complete Cover Sheet in volume one of the application when submitting ta the FDA at either the CBER ar

1. COMPANY NAME AND ADDRESS {include name, street
address, city state, country, and post office code)

PHARGCS LIFE CORPORATION
11-380 Pharos Life Corporation
Cambridge NO DATA N3C 4N4
CA

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN}
NO DATA

2. CONTACT NAME
Phil Cuscuna

2.1 E-MAIL ADDRESS
phil.cuscuna@pharoslife.com

2.2 TELEPHONE NUMBER (include Area code)
519-841-3288

2.3 FACSIMILE (FAX) NUMBER ({Include Area code)
null-519-651-2277

Select an application type:

[X] Premarket notification{510(k}}; except far third party
[ 1513(g) Request for Information

[ ] Biologics License Application:(BLA)

[ ] Premarket Appraval Application {PMA)

[ ] Modular PMA

[ ] Product Develapment Protocol (POP)

[ 1 Premarket Report (PMR)

[ 1 Annual Fee for Periodic Reporting (APR)

[ 130-Day Notice

3. TYPE OF PREMARKET APPLICATION {Select cne of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: http:/www fda.gov/dc/mdufma

31 i ne of th
[X] Criginal Application
Supplement Types:

[] Efficacy (BLA)

[ 1 Panel Track (PMA, PMR, PDF)
[] Real-Time (PMA, PMR, PDP}
[} 180-day {FMA, PMR, PDP)

s below

qualifying documents to FDA

4. ARE YOU A SMALL BUSINESS? (See the instructions for mare information on determining this status)
[ YES, | meet the small business criteria and have submitted the required

4.1 If Yes, please enter your Small Business Decision Number:

[X] NO, | am not a small business

APPLICABLE EXCEPTION.

including any affiliates, parents, and partner firms

¢

5. 1§ THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF S0, CHECK THE

[ 1 This application is the first PMA submitted by a gualified small business, [] The sole purpose of the application is fo support

[ 1 This biolegics application is submitted under secion 351 of the Public
Health Service Act for a product licensed for further manufacturing use only

conditions of use for a pediatric population

[ ] The application is submitted by a state or federal
government entity for a device that is not to be distributed
commercially

[]YES [XINO

6. 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITICN OF USE FOR ANY ADULT POPULATION? (If so, the application is
subject to the fee that applies far an original premarket approval application (PMA).}

(b)4)

7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

11-Feb-2008

Form FDA 3601 (0172007)

"Clase
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Master Requirements Specification

Author: Jackson Yu

Distribution: Company Confidential

Type: Master Requirements Specification
Doc ID: MRS-PTSCS-D

Created: October 29, 2007

TN

Reviewed and Approved by:

-

Signature:

(/a9 20

Phil Cuscuna, QA

/Manager Date
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TANDA SKINCARE SYSTEM
USER’S MANUAL
(OTC-PTSCS)
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Caution

S e e

Read all inétructions before using your Tanda Skincare System.

The Ténda-Skincare System shouid be operated, transported and stored in the manner specified in this manual. (zee
section SPECIFICATIONS)

The device should be routinely checked before each use to determine the device functions properly.

Do not disassemble the device as this may cause unit damage, malfunction, electrical shock, fire or personal injury,
There are no user-serviceable parts inside the unit.

Do not operate this device in an environment where other devices, which intentionally radiate electromagnetic energy
in an unshielded manner, are being used. Partable or mobile Radio Frequency communication equipment can affect
medical electrical equipment,

Failure to use and maintain the Tanda Skincare System in accordance with the instructions outlined in this manual
will invalidate the warranty.

Warning

¢ 4D Leeeee e G4

4

This device should be kept out of the reach of children.

Use this device only for its intended use as described in this manual.

Never operate this device if it has a damaged cord or plug, if it is not working properly, if it has been dropped or
damaged, or submerged in water. Return the device to Pharos Life for examination and repair.

Keep the cord away from heated surfaces.

Never drop or insert any object into any openings on the device.

Keep away.from flammabile asrosol praducts being used or where oxygen is being administered.

Always attach the AC/DC power adapter to devige first, then into the outlet,

Use only the power:adaptor provided with the TAnda Skincare System,

Use with the protective goggles provided with the Tanda Skincare System.

Do not scratch, mar or otherwise damage the light emitting surface.

Use of controls or adjustments or performance of procedures other than those specified herein may result in injury.
Dispose of all products in accerdance with local and national regulations and codes.

anger

Keep all electrical appllanoes (lncludlng the Tanda Skincare System) away from water {including bath and shower).
If the unit accidentally falls in water unplug immediately.

Do not place or store the device wherfe it can fall or be pulled into a tub or sink. Do not place in or drop into water or
other liquid: .

If the Tanda Skmcare Systern begins to overheat, turn off immediately.

Confidential/Draft Page 3
Version for: OTC- PTSCS '
il
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Biocompatibility Report (BIR)

Author: Phil Cuscuna
Distribution: Company Confidential
Type: Biocompatibility Report
Deoc ID: BIR-PLCO01-A
Created: January 3, 2007
e - ‘”—“—“—-\
Prepared by: < )
;
- .r’.i-- e 7
Signature: ' i i -
| ,_Z?C/%.——c'— A 14, Zee P
I Phil Cuscuna, QA Manager te ‘
. - !i N

rEéwewed and Approved by:

' Signature: e ,_.“ el
" |Paul Laufert, President Date S
A 77 Fla]
& i T
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Scope

The following report is used to document the evaluation of:
(b)(4)

For blocompatlblhty, as deﬁned by the standard ISO 10993-1:
2003

Flowchart Evaluation

The followmg set of questlons are taken from ISO 10993-1: 2003 and
are used to aid the manufacturer in arriving to a decision with regards
to whether or not a product meets ISO 10993-1 requirements (See
Appendix A)

1. Does the device contact the body either directly or
|nd|rectly'-’

YES .

2. Mfater;iél Characterization?

(b))

3. Is material the sahé as in another commercially available
device?

i Nb, no other medical device identified.
(b)(4)

4. Biological Evaluation required?
Yes.

5. Device Characterization
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.a. Nature of Contact

Product comes in contact with skin only

b. Duration of Contact

(b))

6. Selection of Biological evaluation Tests

t

Tests based-on ISO 10993-1 (see Appendix B):

« Cytotoxicity
1« Sensitization
¢ Irritation

7. Testing and/or Rationale Justification

f
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8. Final Assessment
It is determined that PLC-001 (tinda Skincare system), skin
‘contacting surface is deemed biocompatible based on
rationale justification.

‘Standard Requirements are therefore met for ISO 10993-1
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APPENDIX A: FLOW CHART TO AID IN ENSURING A SYSTEMATIC APPROACH TO

BIOLOGICAL EVALUATION OF MEDICAL DEVICES!

START

Daoes the device
cantact tha body

No

Blologleal evaiuation

diractly or
Indirasiy?
I

3.2,3.3°

MATERIAL CHARACTERIZATION

|s mratorial same
a8 in an existing

nat applicable

33,347

Doss device have
same properiles?
a) Manufacturlng
b) Body contact
¢) Starlization

Sufficlant jusiification
andg/ar tesl data available?

cormmercially
aval|able davice?
; I Bt
T , !
R 43,429
Device characierization .
ioal Nalyra of contact b= BIOLOGICAL EVALUATION
. b} Dursllon of contact
1
3.5,3.6end6° 5,86°

Sela:c‘llon of b\éiog\cal avaluation fasts;
Tabies 1and 2

—ei

Testing snd/or
rallonalef|ustificalon

Final assessment

Stardard requlrements met far (SO 10993-1

! Taken from 1SO 10993-1:2003; Flow chart to aid in ensuring a systematic approach to biological

evaluation of medical devices - Annex B

‘
|
i
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APPENDIX B: INITIAL EVALUATION TESTS FOR CONSIDERATION?

Medical device categorization by

Biological effect

Contact duration

2 Taken from ISO 10993-1 :2003; Table 1 — Initial evaluation tests for consideration

.
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. £ g | B Z
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Surface dewc:e membrane B % X X
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! ‘Breachead or A * X *
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surface B
c X X X X X
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Appendix C:

GE’s NATIONAL INDUSTRIAL CHEMICALS NOTIFICATION AND
' ASSESSMENT SCHEME; (P)(4)
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File No: NA/45
18 June 1992

NATIONAL INDUSTRIAL CHEMICALS
NOTIFICATION AND ASSESSMENT SCHEME

FULL PUBLIC REPORT

(b))

This Assessment has been compiled in accordance with the
provisions of the Industrial Chemicals (Notification and
Assessment) Act 1989 and Regulations. This legislation iz an Act
of the Commonwealth of Australia. The Naticnal Industrial
Chemicals Notification and Assessment Scheme (NICNAS) is
administered by Worksafe Australia which alsoe conducts the
occupational health & safety assessment. The assessment of
environmental hazard is conducted by the Department of the Arts,
Sport, the Environment, Territories and Tourism and the
assessment of public health is' conducted by the Department of
Health, Housing and Community Services.

For the purposes of subsection 78(1) of the Act, copies of this
full public report may be inspected by the public at the Library,
Worksafe Australia, 92-94 Parramatta Road, Camperdown NSW 2050,
between the hours of 10.00 a.m. and 12.00 ncon and 2.00 p.m. and
4.00 p.m. each week day except on public holidays.

Please find enclosed order form for Full Public Reports.
For Enguiries please contact Ms Mai Le at:
Street Address: 92 Parramatta Rd Camperdown, NSW 2050, AUSTRALIA

Postal Address: GPO Box 58, Sydney 2001, AUSTRALIA
Telephone: (61) (02) 565-9466 FAX (61) (02) 565-9465

Director
Chemicals Notification and Assessment

(7%
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File No: NA/45S

FULL PUBLIC REPORT
(b)(4)

1. APPLICANT

General Electric Plastics (Australia) Pty Ltd, 175 Hammond Road,
Dandenong, Victoria 3175.

2. IDENTITY OF THE CHEMICAL
(b)(4)

Chemical Abstracts Service

(b))

Based on the nature of the chemical and the data provided, Lexan
SP is considered to be non-hazardous. Therefore, the following
details have been exempted from publication: chemical name,
molecular and structural formulae, number average molecular
weight, import volume, process description, spectral data, weight
percentage and ingredients and residual monomers.

3. PHYSICAL AND CHEMICAL PROPERTIES

Appearance: white powder with slight odour.
Supplied as pilgmented pellets.

Particle size: powder - 150 to 1000 um;
pellet - 2 to 5 mm diameter
(pellets may also contain a small
amount of finesg)

Glass-transition temperature: 126-128°C

FULL PUBLIC REPORT 2
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Density:

Vapour Presgsure:

Water Solubility:

Hydrolysis:

Partition Co-efficient:
Adsorption/Desorption:
Dissociation Congtant:

Flammability:

Autoignitien Temperature:

Explosive Properties:

Reactivity/Stability:

FULL PUBLIC REPORT
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1.18 x 103 kg/m3

stated to be negligible, as
expected for a polymer of this
molecular weight.

0.63 mgL~1l, using UV absorption
spectrometry with a detection limit

of 0.1 mgL"1

test not conducted according to
QECD guidelines in view of the
substance's water insclubility.
However, the substance hag been
shown to hydrolyse in extreme
alkaline conditions {(see below).

not established given the polymer's
water insclubility.

not egtablished given the polymer's
water insolubility.

not established given the polymer's
water insolubility.

dust clouds may be ignited by a
spark or flame source.

Conmbustion products may include
carbon monoxide and carbon dioxide.

egtimated to be 630°C

like most organic materials, an
explosion may occur due to static
discharge under dust cloud
conditions.

stable at ambient conditions; non-
oxidising.

420



Degradation Productg: During thermal processing, the
following fume components are

generated:
methylene chloride 2 mg/kg resin
phenol 5 mg/kg

diphenylcarbonate 50 mg/kg

Comments on Physico-Chemical Properties:

The water solubility data provided indicate that the polymer may
be slightly soluble. However, given the method used (UV
absorption spectrometry) and the presence of residual monomers,
which are UV absorbers, the water golubility value for Lexan SP
is likely to be gignificantly lower than that stated above.

No data were provided for hydrolysis and partition coefficient on
the grounds that the polymer has low water solubility. Although
the polymer may hydrolyse at the carbonate sites, the polymer's
low water solubility would make this test difficult to perform.
Hydrolysis has only been demconstrated in extreme alkaline
conditions (no hydrolysis at 100°C overnight with 5% NaOH but
hydrolysed with 25% NaOH under the same conditiong) where
bisphenol A was found to be the major hydrolytic product.

No data were provided for adsorption/desorption on the grounds
that "due to the insoluble and inert nature of the material,
adsorption/desorption in and from soils is not expected to
occur". This argument is acceptable.

4. METHOD OF DETECTION AND DETERMINATION
(b)(4)

5. PURITY OF THE CHEMICAL

Degree of purity: >99%

FULL PUBLIC REPORT
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multilayered paper bags or 1000 1lb plastic lined boxes. If
demand is sufficient the powder may be imported in a tanker or
shipping container for direct transfer to on-site storage silos.
Exposure during storage and transport ghould be minimal under
normal conditions. -

(b)4)

Dust extractors are fitted to mixers and fume extractors are
fitted to extruders. An extractor cannot be fitted to the
blender/hopper, thus workers in this area will wear dust masks.

(b))

If recycling is not viable the waste will be disposed of to
landfill cor incinerated. '

The public will only be exposed to the final moulded/extruded
product.

B. ENVIRONMENTAL EXPOSURE

8.1 Release

Given that the substance is a sclid and is congidered inert and
water insoluble, accidental spillages should be contained with
minimal environmental exposure.

The company have estimated that 2.5% non-recyclable waste will be
generated by the reformulation process. Given that no more than

= half of the import volume (expected to be up to 1000 tonnes) will
be reformulated, the maximum total waste to be disposed of to

FULL PUBLIC REPORT 6
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landfill will be 12.5 tonnes. Releases to the aquatic
environment are not expected. The non-recyclable waste will be
disposed of to landfill by BFT Waste Disposal Systems at
Lyndhurst, Victoria. Liquid waste, which is expected to be
minimal, is to be digposed of via Harpers Treatment Plant,
Coburg, where water is treated and recovered and the organic
matter incinerated.

(b)4)

8.2 Fate

The notifier states that by nature of its application and the
inert nature of the finished product, the polymer is required to
be stable under a wide range of conditions.

The polymer will form oxides of carbon, hydrocarbon fragments and
water vapour on combustion.

The polymer is not expected to hydrolyse in landfill conditions
and due to its water insclubility is unlikely to enter
groundwater.

9. EVALUATICON OF TOXICOLOGICAL DATA

FULL PUBLIC REPORT

FOI - Page 136 of 906

(i



FULL PUBLIC REPORT 8 qgg
FOI - Page 137 of 906 1 '



rabbits, one male and one female. The skin of one rabbit had
been abraded with a scalpel. The wraps were removed 24 hours
after application. The skin was examined for signs of erythema
and oedema immediately and 48 hours after removal of the wraps.
Very slight erythema was noted in only one rabbit at 24 hours.
The results of this study indicate that Lexan 145-110 powder was
a very slight irritant in rabbits at the concentration tested.
However, OECD Guidelines (6} recommend that at least 2 animals
should be used for a study of this type.

(b))

FULL PUBLIC REPORT
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buring preocessing, methylene chloride and phenol may be
generated. Methylene chloride produces nervous system effects in
humans (9) and is suspected of having carcinogenic potential
(Category 3) (2). Phenol produces severe tissue irritation and
at high concentrations causes central nervous system depresgsion
in humans (10).

The polymer has a high molecularlweight (=10,000) and is
therefore unlikely to be absorbed acrosgss bioclogical membranes,
such as the skin and the gastrointestinal tract (11).

10. ASSESSMENT OF PUBLIC AND OCCUPATIONAL HEALTH AND SAFETY
EFFECTS ‘

(b)4)

FULL PUBLIC REPQRT 10
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11. ASSESSMENT OF ENVIRONMENTAL EFFECTS

No ecotoxicological data were provide, which is acceptable for
paolymers of NAMW > 1000.

12. ASSESSMENT OF ENVIRONMENTAL HAZARDS

The polymer ig unlikely to prezent a hazard to the environment
when incorpeorated into moulded products.

(b))

The notifier indicates that wastes generated from resin powder
reformulation to pigmented pellets will be no greater than 2.5%
resulting in a maximum disposal volume to landfill of 12.5 tonnes
per annum (total import volume of 1000 tonnes). the waste will
be disposed of to a specified laridfill.

Non-recyclable waste from the notifier's customers is not
expected to exceed 1% resulting in an average annual disposal
volume to landfill of 500 kg. The customers are located
throughout Ausgtralia resulting in a wide distribution of the
substance, as plastic products and as non-recyclable waste
disposed of to landfill.

13. MATERIAL SAFETY DATA SHEET
(b)(4)

FULL PUBLIC REPCRT 11 ﬁs
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14. RECOMMENDATIONS FOR THE CONTROL OF PUEBLIC AND WORKER
EXPOSURE AND ENVIRONMENTAL EXPOSURE

the workplace should be well ventilated and processing fumes
removed through local exhaust ventilation;

(b)4)

= wear appropriate goggles when handling the powder;
= wear dust masks when handling the powder; and
= observe good personal hygiene practices.

good housekeeping practiceséshould be cbserved;

(b)(4)

a copy of the Material Safety Data Sheet should be readily
accessible to employees.

15. REQUIREMENTS FOR SECONDARY NOTIFICATION

Under the Industrial Chemicals (Notification and Assessment) Act
1989 (the Act), secondary notification of Lexan SP shall be
required if any of the circumstarices stipulated under subsection
64 (2) of the Act arise. ©No other specific conditions are
prescribed. :

16. REFERENCES

1. U.S. National Institute for Cccupational Safety and Health,
Registry of Toxic Effects of Chemical Substances (RTECS).

2. Naticnal Occupational Health and Safety Commission, Exposure
Standards for Atmospheric Contaminants in the Occupational
Environment, Australian Government Publishing Service,
Canberra, 1991. '

FULL PUBLIC REPORT 1 12
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(b)(4)

3.

4

5. OECD Guidelines for Testing .0f Chemicals, TG 402 Acute
Dermal Toxicity.

6. OECD Guidelines for Testing of Chemicals, TG 404 Acute
Dermal Irritation/Corrosion.

7. OECD Guidelines for Testing of Chemicals, TG 405 Acute Eye
Irritation/Corrogion.

8. Acute Inhalation Evaluation of L-140-83-1 Fumes in Rats, TPS
Study No.: 191A-101-710-83. Data on file, General Electric,
(1983) .

9. IARC Monographs v. 41, 1986

10. TIARC Monographs v. 47, 1989

11. United States Federal Register, 40 CFR Part 723,
Premanufacture Notification Exemptions; Exemptions for
Polymers, 1984,
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APPENDIX K: PREDICATE DEVICE PROMOTIONAL and
LABELING MATERIALS
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PREDICATE LABELING

PRODUCT: TANDA SKINCARE SYSTEM
MANUFACTURER: PHAROS LIFE CORP

510(K): KO70185
DATE OF CLEARANCE - AUGUST 21, 2007

4O
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510{K) SUMMARY OF SAFETY AND EFFECTIVENESS
Submitted by:
Pharos Life Corporation
11-380 lamieson Parkway
Cambridge, Ontaria

N3C 4N4

Date Prepared:

July 30, 2007

Cdntact Person:

Phil Cuscuna |

Tel.: 519 651-1177, ext 225

Fax: 519 651-2277

Email: phil.cuscuna@pharoslife.com

Device Name and Classification:

Tfade Name: ‘ Tanda Skincare System

Common Name: Tanda Skincare System

Classification Name: Laser surgical instrument for use in general and
Vo g plastic surgery and in dermatoclogy

Classification Panel:. General & Plastic Surgery

CFR Section: 21 CFR §878.4810

Device Class:- ) Class IT

Device Cade: ) GEX

1l
Intended Use:

The Ténda Skincare System is a device intended to administer
phatotherapeutic light to the body in order to treat Acne.

!

Substantial Er.i:uivalence:
Thé Tanda Skincare System is substantially simitar to:

BLU-U, MODEL 4170, DUSA PHARMACEUTICALS, INC
K031805 (Sep 9, 2003)

1/2
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Device Description: |

The Tdnda Skincare System is a modular platform which uses light
treatment heads combined with onboard eiectronic controls and
intelligence designed to offer solid state light source treatments for mild to
maoderate infltammatory acne.

Comparison of Technologicat Differences:

The intended use and technological characteristics of the Tanda Skincare
System are wrtually identical to the intended use and technological
characteristics of the listed equivalent device. Any differences between the
Ténda Skincare System and the equivalent device have no significant
influence an safety or effectiveness of the Tanda product.

Additional Safety Data:

The Ténda Skincare System has undergone certification to IEC 60601-1.
In‘addition, testing and analysis have demonstrated compliance to: ISO
10993 (Biocompatibility} and IEC 60825-1 (Laser Safety). The later
demonstrated an Accessible Emission Limit (AEL) below the AEL Class I
threshoid

The ocular hazard level presented by unprotected exposure to the Tanda
Skincare light source was determine by applying the calculations specified
in Threshold Limit Values for Chemical Substances and Physical Agents &
Biological Exposure Indices of the American Conference of Governmental
Inc:'L.tst.rra:r Hygremsts Worldwide and the standards of the International
Commission on Non-ionizing Radiation Protection. The results indicated
that the Tanda Skincare System - did not pose a risk of retinal injury due
to ‘either the blue-light phototoxic effect, or the thermal damage
mechanism. In additipn, there were no additive effects from light
exposure.

“‘r
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"/é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corperate Boulevard
Rockville MD 20850

Pharos Life Corporation
% Mr. Phil Cuscuna
 Quality & Regulatory Affairs
Manager . AUG 2 1 2007
11-380 Jamieson Parkway
Cambridge, Ontario.
Canada, N3C:4N4

Re: KO70185 ,
Trade/Device Name: Tinda Skincare System
Regulation Number: 21 CFR 878.4810 :
Regulation Name: Laser surgical instrument for use in general and plastic surgery and in
‘ dermatology
Regulatoty Class: 11 X
Product Code: GEX
Dated: July 30, 2007
l{ecelvcd J uly 31, 2007

Dear Mr. Cuscuna: ,

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated!in the enclosure) to legally marketed predicate devices marketed in interstate
COMmImerce pri'or to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not reqmre approval of a premarket approval application (PMA),
You may, therefore, market the dgv:ce subject to the general controls provisions of the Act. The
general controls provisions of the ‘Act include requirements for annual registration, listing of
devices, good manufacturmg practice, labeling, and prohibitions against misbranding and
adulteration. !

If your device is classified (sce above) into either class Il (8pecial Controls) or class 111 (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advnsed that FDA’s issuahcé of a substantial equivalence determination does not mean
that FDA has made & determination that your device complies with other requirements of the Act
or any Federal statutes and regulations ddministered by other Federal agencies. You must
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Page 2 - Mr. Phil Cuscuna

comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
torth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

‘This letter will allow you to begin marketing your device as described in your Section 510(k)
premariet nofification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to th market,

If you desire s‘pe'ciﬁ!c: advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the tegulation entitled,
"Misbranding by reference 1o premarket notification” (21 CFR Part 807.97). You may obtain
other general information on your responsibifities under the Act from the Division of Smal
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address hlip://www.fda.gov/edrh/industry/support/index_htral.

Sincerely yours,

y 7 4

FZK Mark N. Melkerson
Director
Division of General, Restorative,
and Neurological Devices
Office of Device Evaluation

Center for Devices and
R Radiological Health

Enclosure

FOI-Page1660f906}_ | o | Yo



Indications for Use
510(k) Number: K070185
Device Name: Tinda Skincare System
Indications For Use:

The tinda Skincare System is generally indicated to treat dermatological conditions.
Specifically, Blue light modules are indicated to treat mild to moderate inflammatory

acne. A -
|
Prescription Use X AND/OR ~ Over-The-Counter Use

(Part 21 CFR 801 Subpart D) " (21 CFR 807 SubpartC)

(PLEP:\SE Db NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

“+Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of
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User Manual

pharestirt

Tanda Skincare System™
For the treatment of Mild to Moderate Acne

414nm LED Treatment Head (MODEL: PTS414-01)

Under Supervision of Trained lLicensed Practitioner

Clonfidentiali st
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PRESCRIPHION L SE RANIIAT

Indications for Use

The Tanda Skincare System s generally mdicated to treat dermatological conditions,
Specifically, Blue Hight modules are indicated to treat mild to moderate inflammatory
acne,

Product Description

The Ténda Skincare Systern s a handheld dight source designed to provide a uniform
distribution of blue Hi Q toaffected arcas of the patient’s skin,

It 15 compr mu.i of 36 LED Blue lights, emitting light at 2 wavelength of 4 Mam which is
dispensed at 5 minute timed cyveles. Al L‘}pi‘i‘éﬁii‘!%} of the Ténda Skincare System is done
through a single “push button™ operation.

""}
!;

=4

-w..l
Lad
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PRESCRIPTION LISE MANUAL

The Tinda e Class ] i § D product, defined a8 "LEDs that are safe under reasonably foreseeable
gormditiong ss-t opeiation” The device Is designed 1o besale god effective but it s very Imperiant i
prderstand the safety precutiions and how to properly, use the prodiust The treatment heads shotld not
be used inoa manmer that would allow the hight 1o shine directhe into this eves) Tt s recomniended to use
the protective evewenr frovidad,
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PRESCRIPLION USE MANUIAL
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PRESCRIPHION USE MANUAL
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PRESCRIPLHION USE MANUAL

PACKAGE CONTENTS
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PRESCRIPTION USE MANLIAL
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This letter will allow you to continue marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240)276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://'www.fda gov/edrb/dsma/dsmamain. html

Sincerely yours,

irjam Provost
iriam Prevost P

Acting Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

e
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British Journal of Dermatology 2000 142: 973974,

Phototherapy with blue (415 nm) and red (660 nm) light in the
treatment of acne vulgaris

P.PAPAGEORGIOU, A .KATSAMBAS* AND A.CHU

Unit of Dermatology, Imperial College of Science, Techniology and Medicine, Hammersmith Haspital, DuCane Road,
London W12 ONN, UK.

*Addieas Sygros Hospital, Athens, Greece

Accepled for publication 7 December 1999

Suminary In this study we have evaluated ihe use of blue light (peak at 415 nm) and a mixed blue and red
light {peaks at 415 and 660 nm) in the treatment of acne vulgaris. One hundred and seven patients
with mild to moderate acne valgaris were randomized into four treatment groups: blue light, mixed
blue and red light, cool white light and 5% benzoy} peroxide cream. Subjects in the phototherapy
groups used pertable light sources and irradiation was carried out daily for 15 min. Comparative
assessment between the three light sources was made in an observer-blinded fashion, but this could
not be achieved for the use of benzoyl peroxide. Assessments were performed every 4 weeks. After
12 weeks of active treatment a mean improvement of 76% (95% confidence interval 66-87) in
inflammatory lesions was achieved by the combined blue-red light phototherapy: this was
significantly superior to that achieved by blue light (at weeks 4 and 8 but not week 12), benzoy
peroxide (at weeks 8 and 12) or white light (at each assessment). The final mean improvement in
comedones by using blue-red light was 589% (25% confidence interval 45-71), again better than
that achieved by the other active troatments used, although the differences did not reach significant
levels,. We have found that phototherupy with mixed blue—red light, probably by combining
antibacterial and anti-inflammatory action, is an effective means of treating acne vulgaris of mild to
moderate severity, with no significant short-ferm adverse effects,

Keu words: acne. blue-—red licht nhatotherans

Copyrighted Material

© 2000 British Association of Dermatologists 973
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} Cosmetic & lLoser Ther 2003; 5: 111-116
5 } Cosmetic & Laser Ther. All rights reserved 1SN 1476-4172
DOF 10.1080/14764170310001276 :

¢ Taylor&Francis
healthsciences 111

The effective treatment of acne
vulgaris by a high-intensity, narrow
band 405-420 nm light source

Monica Elman, Michael Slatkine & Yoram Harth

BACKGROUND: Available topical treat-
ments are stow and frequently irritat-
ing. Oral therapies may be associated
with increased bacterial resistance
(antibiotics} or possible severe side
effects (oral isofretinoin). fn vifro and

Authors: pa

Monica Elman, MD .~

Beit Harofim Holon, isroet = -

. Michael Slatkine, PRD -+ "
Curelight [td Or Akiva, fsrael -
Yoram Horth, MD

I ; P " in vivo exposure of acne bacteria to
gf;ﬁ Medical Center Ha, ~ 405-420nm ultraviolet (UV) free blue

‘ o light resuits in the photo-destruction
Réceive d 27 june 2002 o of these bacteffa through the effects
Accepted 27 Novermber 2002 oD the parphyrins produced naturally

by Propionibacterium acnies. A novel,
high-intensity, narrow band 420nm
UV free blue light has been shown to
decrease inflammatory acne lesions
after eight bi-weekly treatmeants.
OBJECTIVES: Td examine the effects of
high-intensity, narrow band 420nm
UV free blue light (ClearLight™) on
inflammatory acne lesions.
METHODS: Three studies were carried
out to examine the clinical effects of
high-intensity, narrow band biue
light on papulo-pustular acne: the
split-face dose-response study, the

" Keyy@oré;:",. L
. ache - phototlierapy — Clearkigh
" blue fight - P. acnies’ " .

Copyrighted Material

fuli-face open trial and the split-face,
double-blind controlied study. The
studies enrolled 10, 13 and 23
patients respectively.

RESULTS: The data show more than
an 80% response to 420nm acne
phototherapy with a significant
reduction of 59-67% of inflamma-
tory acne lesions after only eight
treatments of 8-15 minutes. The
reduction in lesions was steady in
the follow-ups at 2, 4 and 8 weeks
after the end of therapy. Prolonged
remission was evident in the 8 weeks
after the end of therapy. No adverse
effects or patient discomfort were
noted in any of the patients.
CONCLUSIONS: Acne phototherapy
by high intensity, narrow band
405-420nm light is proven to be an
attractive, fast, effective, non-inva-
sive alternative to current topical
and parenteral anti-acne remedies.
| Cosmetic & Laser Ther 2003; 5: 111116

COTFESpDI‘IdGI‘lL’E:VMDFIica{EllTlaﬁ, Dermatology Clinic, 11 Tarzay Street,
violon 58312, lsrael.
Tel: (+972) 3 503 7532 Fax: {4-972) 3 504 2263
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Tanda Skincare System — PTSCS
Doc ID: RMR-PTSCS-E

1 Document History

Version Date Comments

A October 17, Original Assessment
2006

B January 10. Revamp whole document to make
2007 it consistent with ISO 14971;
- Added additional hazards

c January 29, Added New hazard related to
2007 defining “Mild to Moderate Acne”

D ‘August 27, Updated to meet MDD

| 2007 requirements

E February 7, Updated Mitigations with additional
2008 improvements, corrected errors.

Pharos Life Corporation
Form: F710, Revision B (template F

FOI - Page 237 of 906,
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Tinda Skincare System — PTSCS
Doc ID: RMR-PTSCS-E

2 Purpose/Scope of this Document

This document describes the details and conclusion of the hazard analysis
activity performed on Tanda Skincare System. This document is
intended to be a “living document”; as new hazards are encountered with
regard to Tédnda Skincare System, they and their applicable design
controls and mitigation will be added to this document. The Change
Management procedures will be used to address / control / mitigate any
risks after they have been identified.

2.1 Participants of Hazard Analysis

Title _ Name

Manager of Product Development Jackson Yu

Director of Marketing Johnna Allen
Qualify Manager‘. | Phil Cuscuna
Others (as required) : John Kennedy
President Paul Laufert

Note: When considering clinical risks, an expert with clinical experience
should be consulted.

Pharos Life Cbrpqro?ion Author: Jackson Yu
Form: F710, Revision B {template Form version)
C Confidential
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Tanda Skincare System — PTSCS
Doc ID: RMR-PTSCS-E

3 Definitions
ALARP Acronym for “as low as reasonably practicable”
Hazard Lists the potential source of harm that has been
identified.
Causes Lists the initiating cause or trigger of events that

can turn a hazard into a hazardous situation.

Effects to Patient /
‘User

Lists the possible effects upon the patient or the
user of the medical device, such as
misdiagnoses, incorrect procedure performed,
etc.

Corrective Action

A documented design, process, procedure, or
materials change implemented and validated to
control and or mitigate the hazard.

RPN - Risk Priority
Number

Multiplying the Severity by the Occurrence
derives this Risk number. An expression of the
combined severity and probability of loss also
known has exposure.

‘Recommendation for
Mitigation of Risk

Recommended steps that can be taken to
further reduce the risk of the hazard occurring
beyond the current design controls.

.Residual Risk

The portions of risk remaining after mitigation
measures have been applied. Otherwise known
as “Risk Acceptability.”

Risk Analysis

Risk analysis should consist of hazard
identification and estimation of the risks for the
consequences of each hazard.

!Risk :Control

Risk control is the process through which
decisions are reached and protective measures
implemented to reduce or eliminate
unacceptable risks.

iRisk Evaluation”

Risk evaluation should address the acceptability
of risks that have been evaluated.

Pharos Life Corporation
Form: F710, Revision B (template Form version)

Confidential
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'Tﬁnda Skincare System — PTSCS
Doc ID: RMR-PTSCS-E

Risk Occurrence (O)

The probability of a hazard occurring. How likely
is this hazard to occur?

Risk 'Severity (S) The inferred consequences/seriousness of a
hazard.
Post Mitigate Re-evaluation of Severity, Occurrence and Risk

Pricrity Number assuming all recommended
steps have been taken to further mitigate the
risk.

Cycle

Production Life

i

Product life cycle — for the purpose of this policy
the PLC will be discussed in the general terms
of product Research, Design Inputs, Transfer,
Production, Installation, Post production,
Product Retirement.

Pharos Life Cbrpdr_o’rion
Form: F710, Revision B (template F
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Tanda Skincare System — PTSCS
Doc ID: RMR-PTSCS-E

4 Risk Analysis Legend

4.1 Severity Classes

For each identified hazard, the risk estimation incorporates an
analysis of the probability of occurrence (O) and severity (S) of the
consequences. In order to prioritize the risk of the hazard, a
numerical scheme is applied to each category of:

S = Level of Concern .(Severity Levels):

1 - SLIGHT; . 2-MINOR; 3 - MODERATE; 4 -HIGH;
5-MAJOR '

1 Slight — Issues that eould arise that are considered very minor in that
they should have no direct adverse impact on user safety.

2 Minor — Issues that could arise that are considered minor in that they
should have little or no direct adverse impact on user safety.

3 Moderate — issues that could arise that are considered moderate in that
they are likely to have adverse impact on user safety.

4 High Issues that could arise that are considered high in that they are
very likely to have adverse impact on user safety.

5 Majdr ~ Issues that could arise that are considered major in that they
will have direct adverse impact on user safety.

Pharos Life Corporation Author: Jackson Yu
Form: F710, Revmon B (template Form version)
Confidential
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Tanda Skincare System — PTSCS
Doc ID: RMR-PTSCS-E

4.2 Probability Classes

O = Occurrence Levels:

What is the likelihood of this type of action occurring

O - Occurrence: 1 - Improbable; 2 —~ Remote; 3 - Occasional; 4 -
Probable; 5 — Highly Probable

1 Improbable — The probability of occurrence equals zero, and the event
will not occur. {0%)

2 Remote — The probability of occurrence is less than 30%. (1% - 30%)

3 Occasional — The probability of occurrence is greater than 30% and
Iess than 60%.

4 Probable — The probability of occurrence is greater than 60% and less
than 90%.

5 Highly Probable — The probability of occurrence is greater than 90%
and indicates certainty of the event occurring.

Pharos Life Corporation Author: Jackson Yu
Form: F710, Rewsmn B {(template Form version)
: Confidential
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4.3 Regions
Risk Priority Number (RPN}
RPN = Seventy X Occurrence

REH Threshholils

G

LB AER

i

it TR

dly Acceptable
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4.4 Level of Concern Classes
Level of Definition
Concern
‘Major The level of concern is Major if a failure or latent flaw

could directly result in death or serious injury to the
person using the product. The level of concern is also
Maijor if a failure or latent flaw could indirectly resuilt in
death or serious injury of the person using the product

Moderate

The level of concern is Moderate if a failure or latent

~design flaw could directly result in minor injury to

the person using the product. The level of concern is
also Moderate if a failure or latent flaw could indirectly
result in minor injury to the person using the product

.Minor

‘We believe the level of concern is Minor if failures or
latent design flaws are unlikely to cause any injury

to the person using the product.

Pharos Life Corporation

Author: Jackson Yu

Form: F710, Revision B (template Form version)
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Téanda Skincare System - PTSCS
Doc ID: RMR-PTSCS-E

5 PTSCS Intended Use / Purpose
5.1 Intended Use

The Tanda Skincare System is intended as an over-the-counter device for
providing phototherapeutic light to the body in order to treat Acne and
other superficial skin disorders.

5.2 Indications for Use

The Ténda Skincare System is an over-the-counter modular device that is
generally indicated to treat dermatological conditions. Blue light accessory
modules are indicated to treat mild to moderate inflammatory acne. Red light
modules are indicated for use in combination with blue light modules for the
treatment of mild to moderate inflammatory acne, and for use alone in the
treatmient of superficial benign vascular, and pigmented lesions. The red light
modules are also indicated for the treatment of wrinkles, and for the treatment of
fine lines in the periorbital region.

5.3 User PopulaitionE

The user population can be anyone (this product is Over the counter) and
therefore you will not require a prescription to purchase it. In some
regions it may still be sold as prescription — however assumption of OTC
is considered worst case scenario.

5.31 Environment of Use
$houild provide details of what are the hazards under each environment.
‘Operating : Yes / No | Comments
‘Environment '
‘Home Use Y Most probable use of product
‘Outdoor Use Y Not recommended due to
uncontrolled temperature
variances.
Pharos Life Cbrporoﬂon Author: Jackson Yu
Form: F710, Revmon B (templaie Form version)
: - Confidential

‘ -Page 11 of 24
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510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

Submitted by:
Pharos Life Corporation
11-380 Jamieson Parkway
Cambridge, Ontario
N3C 4N4

Date Prepared:
February 24, 2008

Contact Person:

Phil Cuscuna

Tel.: 519 651-1177, ext 225

Fax: 519 651-2277

Email: phil.cuscuna@pharoslife.com

Device Name and Classification:

Trade Name: Tanda Skincare System

Common Name: Tanda Skincare System

Classification Name: Laser surgical instrument for use in general
and plastic surgery and in dermatology

Classification Panel: General & Plastic Surgery

CFR Section: 21 CFR £878.4810

Device Class: Class I

Device Code: GEX

Intended Use:

The Tanda Skincare System is intended as an over-the-counter
phototherapy device for the freatment of mild to moderate
acne.

Substantial Equivalence:

The Tanda Skincare System is substantially equivalent 1o:

¢ T&nda Skincare System, Pharos Life Corp, K070185, [Aug 21,
2007)

e Zeno, Tyrellinc., KO43377, (July 13, 2005)

1/2 %
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Device Description:

The Tanda Skincare System is a modular platform which uses light
treatment heads combined with onboard electronic controls
and intelligence designed to offer solid state light source
freatments for mild to moderate inflammatory acne.

Comparison of Technological Differences:

The intended use and technological characteristics of the Tanda
Skincare System are virtually identical to the combined intended
uses and technological characteristics of the listed equivalent
devices. Any differences between the Tanda Skincare System
and the equivalent devices have no significant influence on
safety or effectiveness of the Ténda product.

Additional Safety Data

A clinical Study under the supervision of a Health Care
practitioner {(MD) was undertaken and shown to demonstrate
that the Tanda Skincare System can be used safely as a non-
prescription device.

The Tanda Skincare System has undergone certification to IEC
60601-1. In addition, testing and analysis have demonstrated
compliance to ISO 10993 (Biocompatibility).

The ocular hazard level presented by unprotected exposure to
the Ténda Skincare light source was determine by applying the
cdlcuiations specified in Threshold Limit Values for Chemical
Substances and Physical Agents & Biological Exposure Indices of
the American Conference of Governmental Industrial Hygienists
Worldwide and the standards of the International Commission on
Non-ionizing Radiation Protection. The results indicate that the
Tanda Skincare System - does not pose arisk of refinal injury due
to either the blue-light phototoxic effect, or the thermal damage
mechanism. In addition, there are no negative additive effects
from light exposure.

2/2
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TEST REPORT

Report Number: 3109736TOR-001
Project Number: 3108736

Testing performed on the
Tanda Acne System

to
EN 60601-1-2: 2001

For
Pharos Life Corp.
Tast Performed by Tesl Authorized by
Intertek Testing Services NA, Inc. Pharos Life Corp
F2N0 Armerican Drive 11-380 Jamieson Parkway

Mississauga, On L4V 182 Canads Cambridge, On N3G 4MN4 Canada

Prepared by bl Date - Fabrdany 02, 2007
That Van Huynh

Reviewed by 77 Date:  February 02, 2007

Jeremy Pickens

This report is for the exclusive vee of inferel's Cllend and s provided pursuant fo the agrsemend belween infersk
assurmes oo fabifty to ey pady, other hanio the Cllent in actordance witly the agreeovgnli Jor any 1088, axpanseor
damage occasioned by the use of tisreport. Undy the Lhert sg authorized fo copy-or dishibule ths caport s then
oy i it enlirely. Any use OF the inledek name or one of B8 marks for the sale or advertisement o Hhe fested
shatarial product oF senvieg hest Brsb be appioved i wilig by iritertek. The Observalions sl Test resilis in s
report are relbvant oniy 10 the semple fested. This report Dy fisell dogs aot Imply that the mgterial, produst, Or servivs
g or-has gver Been dnder an nlgviek ceriification: progran.  This: report must nof belused 1o walm produst
andorsement by AZLA, NIST nor any other agelicy of tha {15, Golemimsnl,

Phaeos Life Corg = EMO Report 3108738 T0OROM Paoe T ol Fe
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TABULAR COMPARISON OF Tanda AND THE SE DEVICES
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Tanda dnga 3@:&1‘283 @
Slkincars ’
Featur Syste {(Fresarntion)
orey b
. BOZhTas
Made from the same design specifications,
inciuding materials, manufacturing process, Yos Yen
auality system and product standards
Uses Blue light (Wavelength of 405nm to 470nm} Vil Yes
to treal mild to moderate Acne Vulgaris $
Operating Principle based on Photomodulation Yo Yes
Indications for Use:
Is indicated for the treatment of mild to moderate Yes Yes
aone?
Overthe-counter? Yos e

.......
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CORPHIAT 1IN

IEC 60825-1 “Laser Safety”(LRS)

Author: Phil Cuscuna
Distribution: Company Confidential

Type: [EC 60825-1 Report
Doc ID: LRS-PTSCS-A
Created: June 22, 2007

Prepared by: )
)
- 7

Signature: _ éﬁ?g'/?ao.?

Phil Cuscuna, Date
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APPENDIX X: Clinical Study Protocol and Report

TANDA CLEAR BLUE LIGHT THERAPY AS SELF CARE IN THE
TREATMENT OF MILD TO MODERATE ACNE
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TC self diagnosis and treatment of mild to moderate acne — Gold 22 02 2008

Tanda® clear blue light therapy as self care in the treatment of mild to
moderate acne

Principal Investigator:

Michael H. Gold, MD

Tennessee Clinical Research Center
2000 Richard Jones Road, Suite 223
Nashville, TN

37215, USA

Co-investigator:

Anneke Andriessen

CRO of RBC Consultants
Zwenkgras 25

6581 RK Malden,

The Netherlands.

Email: anneke.a@tiscali.nl

Sponsor:

Pharos Life Corporation
11-380 Jamieson Pkwy.
Cambridge, Ontario
N3C 4N4

Canada
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TC self diagnosis and treatment of mild to moderate acne — Gold 22 02 2008

Summary

This was an evaluation of the subjective opinion and/or experience on self diagnosis
and self treatment administration with Tanda® Clear Blue Light (TC) therapy.

Subjects with mild to moderate acne, treated at the Tennessee Clinical Research
Center (N = 21), were recruited to the study. Subjects were included after selection,
according to the inclusion/exclusion criteria and signing the informed consent form,
as provided by IRB.

The study concerned the number of subjects that were able to demonstrate a correct
understanding of the provided Acne Self Diagnosis Chart; the number of subjects
that were able to identify their condition correctly; the number of subjects that were
able to demonstrate a correct understanding of the device and its application; and
the number of subjects that demonstrate confidence in the use of TC without
supervision by a doctor. The study also concerned the subjects’ understanding of
the Labelled Warnings and Precautions.

Of the subjects 71% (n=15/21) estimated to have < 30 lesions; 29 % (n=6/21) estimated to
have between 30 and 125 lesions. The subjects judged their acne to be mild acne n = 11/21
(52%) or moderate acne for n = 10/21 (48%). The clinician’s observations confirmed the
findings of the subjects and showed that N = 21 indeed had mild to moderate acne.

The subjects expressed that the self diagnosis chart gave a clear description of
different types of acne and helped in recognizing their acne type. The information
given was readily understoed. The subjects expressed confidence recognizing their
acne type correctly when using the chart. The general opinion of the subjects on the
use of the chart was good.

Further subjects expressed confidence in the use of TC for seif treatment without the
supervision of a doctor. Regarding their current treatment, subjects expressed not to
be satisfied and expected TC treatment to be better for their condition than their
current treatment.

Conclusion
It is concluded that subjects were able to correctly recognize their type of ache when

using the self diagnosis chart and that they were able and confident to safely
administer self treatment of TC for improvement of their skin condition.

2|Page RevD
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TC self diagnosis and treatment of mild to moderate acne — Gold 22 02 2008

Introduction

Patients who suffer from mild to moderate acne are generally treated with over-the-
counter (OTC) topical cleansers, astringents and benzoyl peroxide preparations. For
more severe acne flares patients may receive treatment with topical or systemic
antibiotics. Increasingly Propionibacterium acnes (P. acnes) are reported to develop
resistance to antibiotic treatment, making this modality less effective’. Moreover
patients often feel the psychological pain of few effective treatments and of chronic
persistence and reoccurrence of their acne?.

Phototherapy with visible light, spemﬂcally blue light has been shown to improve skin
condition in cases of acne and blemishes®. It is further reported to control the
condition before an outbreak occurs. This blue fight therapy is clinically shown to
control acne without harsh chemicals or prescriptions and improves the skin's
appearance.

Tanda® Clear Blue Light therapy is non-invasive and designed for self care use.
Thistreatment is drug-free and without any form of unfavourable side effects. It does
not cause redness, flakiness or dry skin.

Mild to moderate acne

Acne vulgaris is a common skin condition, affecting 70% of adolescents*. The
mainstay of treatment of acne is the use of topical or systemic antibiotics.

The rapid increase in the incidence of antibiotic resistance in the causative
bacterium, P. acnes |s of concern and there is a pressing need for effective, non-
antibiotic treatments®. Acne often improves after exposure to sunlight or artificially
produced solar radiation. P.acnes produce mainly porphyrin [ll, which has an
absorption spectrum peak at 415nm®.

! Cunliffe, W.J., et al.,, Comedogenesis: some new aetiological, clinical and therapeutic strategies,
Br J Dermatol, 2000.142(6):p1084-91.

2 Hannz, S., J. Sharma, and J. Klotz, Acne vulgaris: more than skin deep. Dermatology Online.
Journal, 2003. 9(3): p. 8.

3 Cunliffe WJ, Goulden V. Phototherapy and acne vulgaris. Br J Dermatol 2000;142(5):855-6

4 Krowchuk, D.P., Managing acne in adolescents. Pediatric Clinics of North America, 2000,
47(4):p.841-57.

5 Coates P, Vyakram S, Eady EA, et al. Prevalence of antibiotic-resistant propion- ibacteria on

the skin of acne patients: 10-year surveillance data and snapshot distribution study. Br J
Dermatol 2002;146(5):840-8

6 Lee WL, Shalita AR, Poh-Fitzpatrick MB. Comparative studies of porphyrin producticn in
Propionibacterium acnes and Fropionibacterium granufosum. J Bacteriol 1978; 133 (2): 811-5

JjPage RevDB

FOI - Page 420 of 906 /7[%



TC self diagnosis and treatment of mild to moderate acne — Gold 22 02 2008

In vitro irradiation of P. acne colonies with blue visible light leads to photo-excitation
of endogenous bacterial porphyrin, singlet oxygen production and bacterial
destruction’. Both in vivo and clinically, it has been shown that acne may be treated
successfully with blue visible light phototherapy®.

Current treatment for mild to moderate acne

Topical and oral antibacterials, such as tetracycline and erythromycin, are the
mainstay of treatment for acne vulgaris. Antimicrobial therapy usually lasts a
minimum of several months and can continue for years. Some patients may
ultimately receive all available anti-acne antibacterials. More recently, topical
formulations including tetracycline, minocycline, doxycycline, and trimethoprim have
been widely used. Oral isotretinoin is considered to be the most effective acne
treatment currently available. It is reported to induce long-term remission in some
individuals. The indications for use of isotretinoin have recently been broadened
from nodulocystic acne to less severe forms of acne, including mild-to-moderate
disease that fails to respond to systemic antimicrobials or acne associated with
severe psychological problems. However, isotretinoin is highly teratogenic, and
women must avoid pregnancy during treatment and for 1 month after treatment. It
frequently produces significant mucocutaneous symptoms and, less freq uently,
systemic symptoms such as myalgia, headaches and depression.®

Materials and methods

Tanda® Clear Blue Light (TC) is a 414nm blue LED treatment that is scientifically and
clinically proven to kill the P. acnes bacteria that causes mild to moderate acne'®. TC will
help improve existing blemishes as well as prevent future outbreaks. TC Skincare System is
positioned for use in the treatment of Mild to Moderate Acne only.

The present study consisted of verifying if the intended user of the TC can:
|. Self determine if the device is appropriate for their condition
Il. Safely and adequately self administer the treatment per device’s labelling

7 Arakane K, Ryu A, Hayashi C, et al. Singlet oxygen (1 delta g generation from coproporphyrin
in Propicnibacterium acnes on irradiation. Biochem Biophys Res Commun 1996; 223 (3): 578-82

8 Kawada A, Aragane Y, Kameyama H, et al. Acne phototherapy with a high intensity, enhanced,
narrow-band, blue light source: an open study and in vitro investigation. J Dermatol Sci 2002;
30 {2): 12¢-35

® Griffin JP. A review of the literature on benign intracranial hypertension associated with
medication. Adverse Drug React Toxicol Rev 1992; 11 (1): 41-57

10 Sigurdsson V, Knulst AC, van Weelden H. Phototherapy of acne vulgaris with correlates with
localized protoporphyrin IX fluorescence. Am J Pathol 1990; visible light. Dermatology 1997;
194(3):256-60

4|Page RevB
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Acne Type Description of Condition

Acne Tyvpe

widition

Deseription of C

Mo acne

Total absence of acne and blemishes

mubeclinieal
sene

Small nuwmber of blackheads and whitéheads barely visible:

af blemish

st gigm

Comedonal aene

Biackbeads sngd whi
hlemishes are vigible

heads (slightly inflamed ~ mav be red):

Mild acn

é‘“tz

Several inflamed pimples — redin color

Less Than 20 whitcheads/ blackheads. or Less Than 15 inflammator
{red) lesions (Fimples), or Less Than 30 total lesions (Pimples) not
ail inflamed {red in appearance)

Muoderate acne

Many inflamed pimples (red in color) and pustules {visible
accumulation-of pus in skin)

20 to 100 whiteheads/blackheads, or 15 10 30
iesions (pimples), or 30:40 125 total lesions
E;}i‘écz;zam {

U milammatory (red)
(Pimples) not all
‘el 10 appearance}

Severs nodubiy
acne

aceumu gta{w ofpus insking

Inflamed pimples and pustules (visible ]
1 mass can be felt under skin -

with a few deep nodular lesions {solic

can sometimes be raised),

fike a knot, can be raised or
the skin), ortotal whiteheads/blackheads count Greater
than 100, or total mflammatory count Greater than 58, or Greater
than 123 total lesions

Greater than S ovats (sobhd mass of skin
edt under

cystic lesions (with signs of searring)

s

Manv nodular

Box 1: Types of acne. For more information on Acne see w

N =21 patients with mild to moderate acne were included in the study.

Patients ful

filled the inclusion criteria prior to recruitment to the evaluation. For

details on inclusion and exclusion criteria see box 2. The evaluation looked at the
subjective opinion and/or experience of the subiests on geﬁ? diagnosis and blue light
treatment administration with TC, using the Likeri scale

FOI - Page 422 of 906
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TC self diagnosis and treatment of mild to moderate acne ~Goid 22 02 2008

For study purposes; the subjects were supplied with a Tanda® Ciear Blue Light
device, After each subject agreed to participate in the study, he or she was provided
with instructions for use (appendix 2) and a Tanda Skincare System — “Self
Diagnosis Chart” {for details see box 8). The subject was then asked to read the
information. Upon finalizing reading the provided information, a guestionnaire was
completed. (for defails on the questionnaire see appendix 1).

The subjects were examined regarding the following

= The number of subjects that demonstrate correct understanding of the Acne
Self Diagnosis Chart (box 5}, who are able to identify their condition correctly;

= The number of subjects that demonstrate their correct understanding of the
device and its application (for the instruction sheet see appendix 2);

= The number of subjects that demonstrate correct understanding of the
Labelled Wamings and Precautions:

= - The number of subjects that demonsirate confidence in the use of the
Téanda® Skincare System without supervision by a doctor.

Significance tests were carried out at the 5% significance level, Further siatistical

evaluation W%% ;}@ﬁ@fmed us ngg %Ea%ﬁa@t 5.0 = double si {%%cf =, = 0,05 ~ paired
sample with V G signed-rank lesl — unpaired with Mann siforN=
21,

Resuits

N=21 concluded the study (19/21 female and 2/21 male), they identified their skin
condition as follows: Of the subjects. 71% (n=15/21) estimated to have < 30 lesions and 29
Y% (n=6/21) estimated to have between 30 and 128 lesions. 52% {n = 1121 of the subjects
judgeg theiracne o bemilg and = 10 THA8%) estimated 1o have moderate aone,
E‘is&mai ions in numbers of blackheads and whiteheads differed between subjecis
and clinicians. The difference was significant for the estimated amounts <20 and
>20. “i“?‘f@ difference between subjects and clinicians for the estimation of
blackheads and whiteheads between 20-100 and >100 was not significant.

There was no aégnif‘cant difference noted for the estimated number of pimples
observed by the cliniclans and the subjects. Regarding the number of pustules-on
the face the clinicians and subijects noted different estimates for 15-50 and »50
pustules. For the amount of >15 and <15 there was no significant difference
reporied. On ing their acne type in detall, 68,1 % of subiects had similar
assessment resulls as the clinicians. When asked ai&aaﬁt overall opinion on the acne
type, the subjects and clinicians agreed thal the facial acne present was inthe range
of mild to moderate.
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Box 3 shows detaiis on the subject's estimate of their skin condition and specifies
the number of blackheads/whiteheads, red inflamed pimples and the number of
pustules on the face. Box 4 shows the % of subjects estimate of their skin condition,
when compared o the cinician’s estimate.

ote: % .of ves answers given by the clinicians { yand the subjecis 0 i the guestion en the
number of lesiong present.

8]
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Details on the subject’'s opinion on the clarity of the self diagnosis chart are given in
bhox 5.

See box 6 for information on the self diagnosis chart that was used for the study.

Subjects demonsirated to be confident in identifying their skin condition directly after
receiving information. According 1o their opinion, the self diagnosis chart helped
them to identify their skin condition correctly. They expressed {o be confident in
judging their type of acne correctly when using the chart.

The chart was evaluated to be user friendly and suitable for use of identifying the
type and severity of their skin condition.

Subjects were of the opinion that the use of TC was easily understood after reading
the instructions. They also expressed that the warnings and precautions given, were
clear and that they were confident to use the device without the presence of a
doclor.

Qetails of the subject's evaluation of instructions and use of TC are given in box 7.

(b)4)

9
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Types of Acne

Acne Typ Deseription of Condition . Tinda use?
Noace Total absenee of aene and blemishes e et TORn
Mevessary
Sub-clinical Smail momber of blackbends and whiteheads; barely visible: fisst sign of ‘
acn blemish :
Lol Blackleads and whiteheads (slighiby intiamed —may Be redd blemishes are
Bene Viginke
Severalimlamed punipies - red W ool
Bitd acne Lesy ?i‘asm 20 whiteheads/ backbends or Less Than 15 In Lm%TﬂéEE{JE‘\ { t'e:{i} b=
lesions (Pimplesh or Less Then 30vom] lesions (Pimples) not all inflamed (red
i gs*'}mmfau
Muoerate Many inflamed pirnples fred in color) and pustiles Ceisibis aeoumnlation of
gene pisin skin
2t LO0 whitehends bladkheads, or 13 1o 50 mbammatony (g} lesions Ye
fphmplesy, o 38w 1 25 ! lestons (Fimples) et all inflamed fsdin
appearance]
Bevere Mo consultvenr

wiilular aone

s plinples and pmm S (vile atvumiation ol pos e ain aitlvg
despiodulslehions (ohd mintten e el ndins i i soetimes be
raiseddy,

Creater thin 5 ovsis tsolid mass of skin like a kKot can be ralsed or el gnder
the skiny or wial whiteheads/Miackheads oouing Gregier Thay 108, ool
inHatmatory oot Groaler than 500 orGreater tan 125 o] leyions

the best
westribed

r
b
freatmant.

devrpatologist for

Revere cystic
avue

say sodulat vty s Dl sipns sy

Box 6: Self diagnosis chart
For more information such as photographs on the condition also visit the following

websial vy

101
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Discussion
(b)(4)

Conclusion
It was shown that the self assessment chart was appropriate for determination of
mild to moderate facial acne, a condition suitable for TC self treatment.

Self administration of TC treatment per device’s labelling was evaluated to be safe
and adequate.

12|Page | | | RevDB
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: . 0910-0396
DEPARTMENT OF HEALTH AND HUMAN SERVIGES' Fo”.“ A.ppmved_ OM.B Mo 0
Food and Drug Administration Expiration Date: April 30, 2008

CERTIFICATION: FINANCIAL INTERESTS AND
ARRANGEMENTS OF CLINICAL INVESTIGATORS

TO BE COMPLETED BY APPLICANT

With respect to all covered clinical studies (or specific clinical studies listed below (if appropriate)) submitted in
support of this application, | certify to one of the statements below as appropriate. | understand that this
certification is made in compliance with 21 CFR part 54 and that for the purposes of this statement, a clinical
investigator includes the spouse and each dependent child of the investigator as defined in 21 CFR 54.2(d).

LPiease mark the applicable checkbox. l

(1) Asthe sponsor of the submitted studies, | certify that | have not entered into any financial arrangement
with the listed clinical investigators (enter names of clinical investigators below or attach list of names
to this form) whereby the value of compensation to the investigator could be affected by the outcome
of the study as defined in 21 CFR 54.2(a). | also certify that each listed clinical investigator required to
disclose to the sponsor whether the investigator had a proprietary interest in this product or a
significant equity in the sponsor as defined in 21 CFR 54.2(b) did not disclose any such interests. |

further certify that no listed investigator was the recipient of significant payments of other soris as
defined in 21 CFR 54.2(f). :

Dr. Michael Gold

Clinical Tnvestigators

{(2) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | certify that based on information obtained from the spansor or from paricipating clinical
investigators, the listed ¢linical investigators (attach list of names to this form) did not participate in any
financial arrangement with the sponser of a covered study whereby the value of compensation to the
investigator for conducting the study could be affected by the outcome of ihe study (as defined in 21
CFR 54.2(a)); had no proprietary interest in this product or significant equity interest in the sponsor of

the covered study (as defined in 21 CFR 54.2(b)); and was not the recipient of significant payments of
other sorts (as defined in 21 CFR 54,2(f).

(3) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | certify that | have acted with due diligence to obtain from the listed clinical investigators
(attach list of names) or from the sponsor the information required under 54.4 and it was not possible
to do so. The reason why this information could not be obtained is attached.

NAME TITLE
Phit Cuscuna Quality Assuranca and Regulatory Affairs Manager
FIRM ;’ORGANl;&HﬂN .
Pharas Lif{}@é’rp
SIGNyE’ / DATE
”
(e s 02/26/2008
% d_.-ép ——
L

Paperwork Reduction Act Statement

An agency may oot conduct or sponsor, and a person is not required to respond 1o, a collection of
information untess it displays a currently valid OMB contrel number. Public reporting burden for this
collection of information is estimated to average 1 hour per respense, including tme for reviewing
instruetions, searching existing data sources, gathering and maintaining the necessary data, and
completing and reviewing the colleetion of information. Send comments regarding this burden cstimate
or any uther aspect of this collection of information to the address to the right:
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Department of Health and Human Services
Food and Drug Administration

53600 Ishers Lane, Room 14C-03
Rockville, MD 20857




CERTIFICATION/FINANCIAL DISCLOSURE FORM

Finaneial Disclosure by Clinical Investigators

Please complete all of the information below and retain a copy of this form for your recerds.

Study Name: TANDA CLEAR BLUE LIGHT THERAPY AS SELF CARE IN THE TREATMENT OF MILD TO MODERATE
ACNE

Protocol number: RBCQ7-01

Investigator: + (] Sub-Investigator: [}

Investigator/Sub-Investigator Name: Michael H. Gold, MD

Institution Name: Tennessee Clinical Research Center

Address: 2000 Richard Jones Road, Suite 223 Nashville, TN 37215

Telephone: 615-383-2660 , Fax: 6135-383-6993

Indicate by marking YES or NOQ if any of the financial interests or arrangements of concern to FDA (and described below) apply to you,
your spause, or dependent children:

YES NO | Financial arrangements whereby the value of the compensation could be influenced by the outcome of the study. This
should include, for example, compensation that is explicitly greater for a favorable outcome, or compensation to the

d [[] | investigator in the form of an equity interest in the sponser or in the form of compensation tied ta sales of the product,
. such as a royalty mterest,

¥ yes, please describe:

Significant payments of other sorts, excluding the costs of conducting the study or other clinical studies. This could
YES NO | melude, for example, payments made to the investigator or the institution to support activities that have a monetary valus
O O eeat than $25,000 (i.e., a grant to fund ongeing research, compensation in the form of equipment, or refainers for
ongoing consultation or honoraria).

If yes, please describe:

YES NO | A proprietary or financial interest in the test product such as a patent, frademark, copyright, or licensing agreement.
0 0O It yes, please describe:

- A significant equity interest in the sponsor of the study. This would include, for example, any ownership interest, stock
YES NO options, or other financial interest whose value cannot be easily determined through reference to public prices, or an

{1 [ | equity interest in'a publicly traded company exceeding § 50,000,

If yes, please describe:

OR,

KI hereby certify that none of the financial interest or arrangements listed above exist for myself, my spouse, or my dependent
chilitren. ‘

In accordance with 21 CFR Parts 34.1 to 54.6, I declare that the infarmation provided on this form is, te the best of my knowledge and belief,
true, correct, and complete. Furthermore, if my financial interests and arrangements, or those of my spouse and dependent children, change
from the information provided above during the course of the study or within ene yesr after the last patient has completed the study as
specified in the protoco!l, I will notify ALTANA Ine.

Sienature; - i LA P /
8 i WHf Date: ‘flé‘x‘ U7

f?rintname: N\l(HA*E‘L H GELD, MD
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Centre: Tennessee Research Centre
Clinical investigator: Dr. Michael Gold

Co-investigator: A. Andriessen, CRO of RBC Consultants,
Email: anneke.a@tiscali.nl

Sponsor: Pharos Life Corpoeration
11-380 Jamieson Pkwy
Cambridge, Ontario, N3C 4N4
Tel. +1519651-1177

Fax. + 1519 651-2277
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SECTIONI: INTRODUCTION

1.1. Title

Téanda® clear blue light therapy as self care in the treatment of mild to moderate
acne

1.2. Rationale

Patients who suffer from mild to moderate acne are generally treated with over
the counter (OTC) topical cleansers, astringents and benzoyl peroxide
preparations. For more severe flares patients may receive treatment with topical
or systemic antibiotics. Increasingly Propionibacterium acnes (P. acnes) is
reported to develop resistance to antibiotic treatment, making this modality less
effective.” Moreover patients often feel the psychologncal pain of few effectlve
treatments and of chronic persistence and reoccurence of their acne.?

Phototherapy with visible light, specifically blue light has been shown to improve
skin condition in cases of acne and blemishes.® it is further reported to control
the condition before an outbreak occurs. This blue light therapy is clinically
shown to control acne without harsh chemicals or prescriptions and improves the
skin's appearance.

Tanda® Clear blue light therapy is non-invasive and designed for self care use.
This treatment is drug-free without any form of unfavorable side effects. It does
not cause redness, flakiness or dry skin.

1.3. Materials under Test

Ténda® Clear (TC) is a 414nM blue LED treatment that is scientifically and
clinically proven to kill the P. acnes bacteria that causes mild to moderate acne.*

TC will help improve existing blemishes as well as prevent future cutbreaks. TC
Skincare System is positioned for use in the treatment of Mild to Moderate Acne
only.

! Cunliffe, W.J., et al., Comedogenesis: some new aetiological, clinical and therapeutic strategies.
Br J Dermatol, 2000. 142(6): p. 1084-91.

: Hanna, S., J. Sharma, and J. Klotz, Acne vulgaris: more than skin deep. Dermatology Online
Journal, 2003. 9(3): p. 8.

® Cunliffe WJ, Goulden V. Phototherapy and acne vulgaris. Br J Dermatol 2000; 142 (5): 855-6
4 Sigurdsson V, Knuist AC, van Weelden H. Phototherapy of acne vulgaris with correlates with

localized protoporphyrin X fluorescence. Am J Pathol 1990; visible light. Dermatology 1997,
194 (3): 256-60
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1.4. Mild to moderate acne

Acne vulgaris is a common skin condition, affecting 70% of adolescents.® The
mainstay of treatment of acne is the use of topical or systemic antibiotics.

The rapid increase in the incidence of antibiotic resistance in the causative
bacterium, Propionibacterium acnes is of concern and there is a pressing need
for effective, non-antibiotic treatments.®

Acne often improves after exposure to sunlight or artificially produced solar
radiation. P. acnes produce mainly porphyrin Ill, which has an absorption
spectrum peak at 415nm.” In vitro irradiation of P. acnes colonies with blue
visible light leads to photo-excitation of endogenous bacterial porphyrin, singlet
oxygen production and bacterial destruction.

Both in vivo and clinically it has been shown that acne may be treated
successfully with blue visible light phototherapy.®

1.5. Current treatment for mild to moderate acne

Topical and oral antibacterials, such as tetracycline and erythromycin, are the
mainstay of treatment for acne vuigaris. Antimicrobial therapy usually lasts a
minimum of several months and can continue for years. Some patients may
ultimately receive all available anti-acne antibacterials. More recently, topical
formulations including tetracycline, minocycline, doxycycline, and trimethoprim
have been widely used.

Oral isotretinoin is considered to be the most effective acne treatment currently
available. It is reported to induce long-term remission in some individuals.

® Krowchuk, D.P., Managing acne in adolescents. Pediatric Clinics of North America, 2000,
47(4). p. 841-57.

® Coates P, Vyakrnam S, Eady EA, et al. Prevalence of antibiotic-resistant propion- ibacteria on
the skin of acne patients: 10-year surveillance data and snapshot distribution study. Br J
Dermatol 2002; 146 (5): 840-8

7 Lee WL, Shalita AR, Poh-Fitzpatrick MB. Comparative studies of porphyrin production in
Propionibacterium acnes and Propionibacterium granulosum. J Bacteriol 1978; 133 (2): 811-5

® Arakane K, Ryu A, Hayashi C, et al. Singlet oxygen (1 delta g) generation from coproporphyrin
in Propionibacterium acnes on irradiation. Biochem Biophys Res Commun 1986; 223 (3): 578-82
¥ Kawada A, Aragane Y, Kameyama H, et al. Acne phototherapy with a high intensity, enhanced,
narrow-band, blue light source; an open study and in vitro investigation. J Dermatol Sci 2002;
30(2): 129-35
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The indications for use of isotretingin have recently been broadened from
nodulocystic acne 1o less severe forms of acne, including mild-to-moderate
disease that fails to respond to systemic antimicrobials or acne associated with
severe psychological problems. However, isotretinoin is highly teratogenic, and
women must avoid pregnancy during treatment and for 1 month after treatment.
It frequently produces significant mucocutaneous symptoms and, less frequently,
systemic symptoms such as myalgia, headaches and depression.’®

Acne Type Description of Condition
No acne Total absence of acne and blemishes
Sub-clinical Small number of blackheads and whiteheads; barely visible; first
acne sign of blemish
Comedonal Blackheads and whileheads (slightly inflamed ~ may be red):
acne blemishes are visible
Severa! inflamed pimples - red in color

Mild acne Less Than 20 whiteheads/ blackheads, or Less Than 15
inflammatory {red} lesions (Pimples), or Less Than 30total lesions
Pimples) not el inflamed {red 0 appegrance)

Moderate acne  Many inflamed pimples {red in color) and pustules {visible
accumulation of pus in skin)

2010 100 whiteheads/blackheads, or 15 1o 50 inflammiatory (red)
lesions (pimples) ; or 3010 125 tolal lesions (Pimples) not all
inflamed {red in appearance)

Seveare Inflamed pimples and pustules (visible accumulation of pus i skinj
nodular acne with a few deep nodular lesions {solid mass can be felt under skin -~
pan sometimes be raised).

Greater than 5 cysts (sobid mass of skin like g knot, can be raised of
felt under the skin), or total whiteheads/blackheads count Greater
than 100, or {otal inflammatory count Greater than 50, or Greater
than 1251olal lesions

Severe ¢yslic

Aenie Many nodular cystic lesions {with signs of scarming)

Box 1: Types of acne. For more information on Acne see www land

U Griffin JP. A review of the literature on benigh intracranial hyperiension associated with
medication Adverse Drug Beact Toxicol Rev 1882, 11 (014057
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SECTION Il:

(b)(4)
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2.2. Clinically infected lesions that require treatment with systemic antibiotics and
or local antiseptics and or other treatment;

2.3. Pregnant women;

2.4. Patients with a known history of poor compliance with medical treatment;

2.5. Patients that have shown not to be able to correctly and safely self apply
TC, as they did not understand the use of the device or expressed not to be
confident to perform self treatment with TC.

2.3. Patient consent

Before being admitted to the study, the patient must have consented to participate,
after the nature, scope and possible consequences of the study have been
explained in an understandable form. IRB will provide the applicable consent
forms. Patients will be asked their permission for the use of before and after
treatment photographs for the final study report, publication and or marketing
materials. For this there is a section reserved on the provided consent forms.

2.4. Study period

(b))
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SECTION 1l

METHODS AND ASSESSMENTS

(b)4)
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Data will be collected using a questionnaire. Data will be entered and verified using
a computer database system. Data management and analysis will be performed
by RBC Consultants.

After the gquestionnpaire 15 completed, each item is analyzed separately and item
responses are summed to create a score for a group of items. Responses to a
single item on the questionnaire are treated as ordinal data.

Data will be entered, verified and validated using a computer database system. All
subjects admitted 1o the study who receive treatment, and have at least one
usable post-treatment assessment, will be included in the statistical analyses,

All parameters of interest will be summarised in frequency 1ables or by fables of

appropriate summary statistics and graphs, if appropriate.

The rasmﬂ%g are analyzed using non-parametric tests, such as the
§’<" e Yy £y

Significance tests will be carried oul at the 5% significance level Further

statistical evaluation will be ;:aefﬁ:}?mesﬁ sl r}g‘.} Stai)(a{:t 5.0 = double Sﬂ&iﬁ (] =

i‘E {}5 “ g}aifad sampie with ¥y 1y signed-rank test ~ unpaired with
wifor N = 20,

3.4. Withdrawal rates.

The number of subjects withdrawn will be listed in full stating the reason for
withdrawal. The number of adverse evenis will be listed in full stating the
classification of the adverse event and if there is a relation to the treatment and
or device used. For details see box 4.

3.5. Period of treatment

The anticipated duration of the live phase of the clinical study is three months. The
total study period is estimated 1o take six months, up to when the final report 15
produced.

The subject is to be treated with the TC regime until one of the following end points
has been reached.

1) Maximum 8 weeks treatment

2} Resolution of the blemishes andl/or lesions
3) Subjects withdrawn for other reasons

4} Adverse event
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(b)4)

3.8. Adverse event

All subjects experiencing adverse events must be monitored until symptoms
subside or until there is a satisfactory explanation for the changes observed. All
findings must be recorded on the "Adverse event” page in the case record form.

Definitions:

Adverse event : Any undesirable clinical occurrence in a subject whether it
is considered device related or not.

Severe ; Results in death, necessitates an intervention, requires in-patient
hospitalisation or prolongation of existing hospitalisation because of
potential disability or danger to life, results in fetal distress, fetal death, a
congenital anomaly or malignancy.

Device related : Directly related to the investigational product.
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Details of all adverse events must be recorded on the adverse event forms
provided.

Inthe event of any adverse event, A. Andriessen must be contacted
immediately and where possible, a copy of the aﬁverse sveni fr:}f'm ShQuEd

also be e-mailed or faxed.- A Andriessen: E-mail. annek it |
Tel: + 31 24 3587086, Fax: + 31 24 388 0155

Adverse events are classed as severe or non-severe and then further sub-
classed as device related or non-device related, as shown in box 4.

Box d
Adverse
Event
g T
o S
Severe Non-severe
/ g ‘\\ ;f n\\\
Devics Mons Device Mon-
Helater Device Helated Device
Related Felgted
Section 1 Section 2 Section 2 Section 2
Section 1

%rs the case {}f an adverse evem which is classed as severe ang device

Section 2 .
In the case of other types of adverse events, the patient may be withdrawn

at the discretion of the investigator.
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SECTION IV:  WITHDRAWAL PROCEDURE

4.1 Compliance

Any subject, who interrupts the trial treatment for longer than 2 weeks, either
consecutively orin total, will be withdrawn from the study.

4.2 Withdrawal

Subjects who do not respond to the therapy should be withdrawn from the study
only at the point where it becomes necessary to change the treatment on clinical
grounds.

Subjects may drop out or be withdrawn for the following reasons:

* At their own request
= Al the discretion of the investigator (because of lack of response,
intercurrent iliness, an adverse event, poor compliance elc.)

The reasons why subjects drop out or are withdrawn must be recorded in detail on
the case record form and the study monitor should be contacted: A Andriessen,

i

Eomail anneke aftiseainl
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SECTIONV: ADDITIONAL INFORMATION

5.1 Packing and labelling

All products will be supplied and used from the original packaging.
5.2 Study monitoring

Study monitoring will be conducted on behalf of RBC Consultants by A
Andriessen. The following monitoring visits are proposed:

» At the start of the study to complete the investigators file, contracts, etc
and to give instructions to the clinical investigators

» At the end of the clinical study period to collect the CRF’s and to close
the live phase of the study

5.3 Use of study findings

The investigators are free to pubiish the evaluation results in an appropriate
Journal. Before any publication takes place Pharos Life Corporation and RBC
Consultants have the right to exchange views on the contents of the report and/or
article. Pharos Life Corporation and RBC Consultants will be given the opportunity
to see any report and or written up publication of the conducted study.

Pharos Life Corporation has the right to use the study data and or information
from the final study report for submission to the FDA.

All publications of the trial will be prepared under responsibility of the Clinical .
Investigators. On completion of the study A. Andriessen on behalf of RBC
Consultants will prepare the data for publication.
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SECTION VI ETHICAL AND LEGAL ISSUES

8.1, Declaration of Helsinkd

The clinical evaluation will be performed in accordance with the guidelings of the
Declaration of Helsinki (1964) as revised in Tokyo in 1975 Venice in 1983, Hong
Kong in 1889 and at the 48" General Assembly, Somerset West. Republic of

South - Africa, - October 1996, A link to  the declaration is  provided:
W W el AR S s T el

6.2 Approval of the protocol

Before the start of the clinical evaluation the investigators will submit the study
protocol to the IRB {Investigative Review Board).

6.3. Confidentiality

All subjects’ names will be kept secret. Subjects will be identified throughout the
evaluation and documentation by the registration number allocated to them during
the study. The subject will be told that ali study findings will be stored on computer
and handled instrictest confidence.

The signed informed consent forms remain with the investigators. By signing this
protocol the investigators agree (o obtain a correcily completed informed consent
form from each subject included in the clinical evaluation. The terms. of consent
and when it was obtained must be documented in the case record form.

6.4. Insurance
Public/Products Liability insurance has been purchased by Pharos Life

Corporation and incorporates coverage for personal injury in respect of clinical
trials.

FOI - Page 448 of 906



Blue light therapy for acne - clinical evaluation TXT protocol -290807

SECTION ViI: APPROVAL AND AGREEMENT

7.1 Ethics committee approval

The investigator confirms that Ethics Committee approval for the clinical evaluation
described in this protocol, is required for this study and is obtained.
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7.2. Agreement

This protocol, signed by the Clinical Investigators, the CRO of RBC Consultants
and by Pharos Life Corporation, serves as an official document to be presented, if
necessary, to the Health Authorities in case inquiry regarding the type and
accuracy of clinical investigations of the device under study.

The signing of this protocol does not place the Investigators under any legal
obligation to carry out the clinical trial, if for any reason he/she is unable to do so.
The fact that the protocol has been signed signifies only that the contents have
been laid down in full agreement so that the procedures will be reliably carried out
and the objectives reached accordingly.

Date Clinical Investigator, Dr. M Gold MD
Date Investigator, CRO for RBC Consultants, Dr. A. Andriessen
Date Technical Director Pharos Life Corporation,
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TANDA SKINCARE SYSTEM
USER’S MANUAL FOR BLUE LIGHT
(CLIN-PTSCS)
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Thank you for pucchasing the Tanda Skincare System. This medicaldevics has bepn dewsioped to meed this highest

stardands of quality, funchionality and design, Please be sure (o read the user manual sod 1o carafully loliow the
instrociions reganding the as@ o this device F-:}f susstions reoanding the Tinds Shincare Svaem plense vish ourwebsile
réonias i

Manubactured For Hewrs ef oparsiion: Monday o Friday Sam ~ 5o local time.
Pharos Life Corn. Phone, 81886581, 31377

11-380 Jamiisson PRay, Toltfree tNAS LBV BB 1YY

Cambricge O, AN Faw 15198512277

MACdNg

Enda Skintdre System aoplication fof athe nfor the zreamwer‘t eﬂd preverntiad of Wil W faoderats aons aonditions: For
el i determining your current sone condition plesse wislt sonrsfor aore inThaTstion.

PACKAGE CONTENTS

Tands handpisce fmaln ool

Tands handiiece Crada

Tands Clear Trestment Heed - 4440 LED array
9 medicalgrede universal powe! adaptor
Protective eve guanies

Liser manual

Clath Canving Case

REDICAL PRECAUTIONS

[Fising the unit-Causes soy discomion, stop use immediately:

4 vou sxperiencs any adverse sffect orhave g concern reganding use, stop use & jately arndd contact vour doctor,

< Do viot ook divecty atthe light scurce of the beabment head of this device while s in operation,

- Deenot shune the lght source into someons else’s eyes.

i yolt are pregnant, CoORBUR Your doalal prior do Use.

< Hob ase - over thigesld gland (reck-grea).

& - Doonot yse Fyouarg king drsgs known i cause pholosensitiveseactions

4T not e i youbgre sensitivie 1o ight

4 - Dansull yourdocior or dermalologist before using device over oy SUSDIINUS or canceious lesion

S Do nobuse over of near & recent steoid njection

w4 ok are using lopical o Systenin steroids o NSAIDs for pain or slon condiions, you may experence a mild Hars
up of your-symploms and vou should dissontinie dse-of e Tanda desice

4 D not sllow ohildrenio use e devioe ansusenised it B not g loy.

S D0 nat use o infenty without consulting & medical professional

< is reoemmended that vou do not opersie the Ténda Skincare System withoul wearing thencluded protective
evewesr,

PRECAUTIONARY INSTRUGCTIONS
The Tanda Skincare Systemn can be operated with e ternal NiNH rechargeable batlery pack or with the AGIDC power
selanter When using en sleciricsl device basic precautions should shwavs be followed. ncluding the Tollowing:
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Caution

R

&

Read all instructions before using your Ténda Skincare System.

The Tanda Skincare System should be operated, transported and storad in the manner specified in this manual. (see
gaction SPECIFICATIONS)

The device should be routinely checked before each use to determine the device functions properly.

Do not disassemble the device as this may cause unit damage, malfunction, electrical shock, fire or personal injury.
There are no user-serviceable parts inside the unit.

Do not operate this device in an environment where other devices, which intentionally radiate electromagnetic energy
in an unshielded manner, are being used. Portable or mobile Radio Frequency communication equipment can affect
medical electrical equipment.

Failure to use and maintain the Ténda Skincare System in accordance with the instructions outlined in this manual
will invalidate the warranty.

Warning

O 4440400 444

s @

&

This device should be kept out of the reach of children.

Use this device only for its intended use as described in this manual.

Never operate this device if it has a darmaged cord or plug, if it is not warking properly, if  has been dropped or
damaged, or submerged in water. Return the device to Pharos Life for examination and repair.

Keep the cord away from heated surfaces.

Never drop or insert any object into any openings on the device.

Keep away from flammable aerosol products being used or where oxygen is being administered.

Always attach the AC/DC power adapter to device first, then into the outlet.

Use only the power adaptor provided with the Ténda Skincare System.

Use with the protective goggles provided with the Tanda Skincare System.

Do not scratch, mar or otherwise damage the light emitting surface.

Use of controls ar adjustments or performance of procedures other than those specified herein may result in injury.
Dispose of all products in accordance with local and national regulations and codes.

anger

Keep all electrical appliances (including the T4nda Skincare System) away from water (including bath and shower).
If the unit accidentally falls in water unplug immediately.

Do not place or store the device where it can fall or be pulled into a tub or sink. Bo net place in or drop into water or
other liquid.

If the Tadnda Skincare System begins to overheat, turn off immediately.
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FORMS OF ACNE

The Tdnda Skincare System is used to treaf Mild to Moderate Acne.

There are clinically defined ievels of acne that a person may experience, based on the number of pustules {or pimples) on
the face. Ténda is targeted at the treatment of mild to moderate acne and pimples. If you are seeing a demmatologist for
severe acne, continue to do so and use Tanda between visits to help control new cutbreaks under the direction of your

dermatolagist.

—
Types of Acne
Acne Type Description of Condition Tanda use?
No acne Total absence of acne and blemishes Use of Tinda
Clear Not
Necessary
Sub-clinical acne Small number of blackheads and whiteheads; barely visible; first sign of blemish Yes
Comedonal acne Biackheads and whiteheads (slightly inflamed — muay be red); blemishes are visible Yes
Several inflamed pimples — red in color
Mild acne Less Than 20 whitcheads/ blackhcads, or Less Than 15 inflammatary {red) lesions (Pimples), Yes
or Less Than 30 total lesions (Pimples) not all inflamed (red in appearance)
Moderate acne Many inflamed pimples (red in color) and pustules {visible accumulation ol pus in skin)
Yes

20 to 100 whiteheads/blackheads, or 15 to 50 inflammatory (red) lesions (pimples) , or 30 to
125 total lesions (Pimples) not all inflamed (red in appearance)

Severe nodular acne

Inflamed pimples and pustules (visible accumulation of pus in skin) with a few deep nodular
lesions {solid mass can be felt under skin — can sometimes be raised).

Grealer than 5 cysts (solid mass of skin like a knot, can be raised or felt under the skin), or
total whiteheads/blackheads count Greater than 100, or total inflammatory count Greater than
50, or Greater than 125 total lesians

No, consult your
dermatologist for
the best prescribed
treatment.

Severe cystic acne

i

Many nodular cystic lesions {with signs of scarring)

Mo, consult your
dermatologist for
the best prescribed
treatment.

For more information on Acne please visit www.tanda com. For a professional assessment of your saverity of acne please

see a dermatologist.
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GETTING STARTED

t. Unpack the Tinda Skincare System and all the accessories,

2. Your unit has a “Plastic plug” installed in the DC input receptacle; you will need to remove this prior to charging.
3. Charge the internal NiMH battery as directed.

4. Unit must be fully charged before using (approximately 2 hours).

TANDA ACNE TREATMENT
STEP 1: Start with clean dry skin.

STEP 2: Place eye protective goggles comfortably over eyes.

STEP 3: Press power button. You will hear a single “beep” letting you know the unit is ready.
Wait a few seconds until you hear a series of three "beeps”. This let's you know the unit is now
ready.

STEP 4: Place the device in contact with area to be treated. As an added safety feature the
treatment light is designed to not turn on until it makes contact with the skin.

STEP 5: Wait until the full treatment cycle is complete (3 minutes).

STEP 6. Follow the same process for each area of the skin you wish to treat.

When you are finished with the Tanda Clear treatment cycle place the unit in it's base.

Note:

You may use Tinda Clear up to 18 minutes per day over a problem area that produces more acne than
other areas of your face. During treatment you will hear a single beep every 30 seconds. This lets’ you
know that the unit is operational. At the end of the treatment you will hear two “beeps™. This let’s you
know that the 3 minutes of treatment are complete, Remove the unit away from your skin. Remove your
protective eye goggles.

Confidential/Draft Page 5 2/28/2008
version for; CLIN-PTSCS - B

FOI - Page 458 of 906 7%



LIGHT INDICATOR
The Tadnda Skincare System has one multi-color indicator light. The indicator light provides the following information:

Status of light indicator

Steady green The Tanda Skincare System is in ready mode, and it is ready for operétion.

Flashing green The Ténda Skincare System is delivering a treatment cycle.

Steady orange The battery pack is being charged

Steady red Troubleshooting - An error has occurred.
¢ ' Trigger the treatment without having Tinda treatment head installed.
*  Removedioose Tanda treatment head during treatment.
= During the treatment, low battery is detected, the treatment is terminated immediately.
»  During the treatment, over-temperature on the treatment surface is detected. The
treatment is terminated immediately.
Off The Ténda device is in deep-sleep mode.

AUDIBLE INDICATOR
The audible indicator or beeps made by

the Tanda Skincare System are {0 notify the user that an action is about to take place.

# of beeps

Explanations

Three quick beeps

The treatment cycle has started and light energy is about to be delivered

Qne quick beep every 30 secands

Audio signal that device is in use and engaged on skin

Two quick beeps

The treatment cycle is complete or terminated

" Five quick beeps

The treatment cycle is triggered by the user, but no Ténda Treatment head is installéd

One long followed by two quick beeps

An error occurs during the treatment

TEMPERATURE SENSOR (SAFETY)

There are no intentional heating elements inside the Tanda Skincare System. However, the operation of the light emitting
dicdes will generate the heat as the by-product. The device is designed to monitor the temperature on the light emitting
surface during treatment using a built-in temperature sensor that is located inside every Ténda treatment head. If the
temperature exceeds 41° C, the treatmant cycle will be terminated. Remove the treatment head from the Ténda
handpiece to accelerate cooling (5-10 minutes).

SKIN SENSOR (SAFETY)

A skin sensor is located inside every Ténda treatment head. Having the light emitting surface in direct contact with the
human skin will trigger the skin sensor. Skin sensor functions as a safety switch, to ensure that the device only activate
when in contact with the skin. If the treatment head is not in contact with the skin for more than 20 seconds during the
treatment cycle, the Ténda Skincare System is designed to terminate the treatment automatically, and reset to the ready

mode.
Dosage Chart
Recommended Recommended
Head attachment | Treatment Dosage Per Recommended dosage | Maximum Daily Maximum Total
color Indication Treatment per day Cumulative Dosage  [Cumulative
pet site Dosage per Acne
“outbreak”
Twice daily for cach
affected site (6 A total ‘;2300
. N e
BLUE Mild to Moderate . . minutcs). ”.".S can be L8 minutes total time
3 minutes done at two different . 18 minutes
(T4nda Clear) Acne . . d per affected site. (at 18 minutes per
times (moming an site per day this will
night) or it can be be 17 straight days)
delivered at one time.
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CHARGING TANDA

Tanda's intsrnal battery oan be charged by placing the unit inithe veadle or pligoing sdaptordirecily into the Base ol the
hanioisce

To-charge the headplece v the tradis, he Giv A fe flat suvtace,

st e ouiplt pluy oy this sower adaplod o the input receptacie in the Badk of the qratiie

Plug the power atisotor wali—mwn*‘ into the'slectria oufist

Hf:ﬁ{i the TAnda handpiecs main unit twith arwithout the Tandz tregtment hegd nsfallad ) insed the bottom of the
e undiniothe topopening of the gradie Insure uait s placed all the way o the cradle

Light indicator glows drange continiously while the baltery pack inside the Tands Nandpiece & being charged. Onoe
sher battery I8 folly charged, thelightindicator me off

e s

L5

Gﬁﬁﬁé‘?{iﬂf{% WHILE CHARGING
Instali T8nds treatment head onlo the Tends handplecs maln undt a8 desoribed o s rignigl
E%B&Y’i the mutputplug From the powsr adaptorinto the DO input receptacie gt the bass,
Flug the power Sdapiol Iwall-mdunl inlo on eleclviosl gutled,
Start s reatiment ovole gs described in this manual, The device can now be used for trestment;
Once the ealventovcle s completed, the Ight indicator will glow srange indicativg the Internal batlery fequlres
charging. You may continis to lse the device with the eleciriel power cord altached o gliow the headblece 16
continue charging

G G o e

BATTERY CARE

Omos the plasic plug (provided With some unds] s semoved from the DO put receplacle. the Inferna! NINH batiery pack
will b connected 1o e system woad all the tme except in the pedod of baltery pack being charged.

Because svendischanging the battenywill shiodan e usable e Sme of the batlery pack, 118 recommended fo fully
sharge the battery avery time 2oy battery wanming gobserved

The Tdnds Skincare-Systerm s designad in-suoh e way thet the power gdapior {:ass e connected s the Tinda Skincare
System for atr nfinile me, Onoe thi battery s Tolly charged, the baitery chavge will stop sulomaticaly,. Aopaifohags
will b Higgered periodically o compensate the ballery self-discharge e ::-awe.f ac%agjmr stays conneoed

Whion the Gt i not beibg used fof dended perinds of thvewe resorirfernd that won lesve the Taods haniiorecs mndh vy inthe
gretie withost to E"E’LCW’W the-power adapter This-will onswee that the battery:remabns disconnested Bommgyston foad

Drspose vour apitin aoomdanee. with localiegiomal requirements,

CLEANINEG

Th light emitting surface should be cleaned Ruillowing each use, Use & 'tiean; soft, lint free doth soistened with wanyi
svadir ahel il gelargent

S notsubmerse the systernnowater Bhould the unit sceidey BEpene submeised, o not stlempl o use His bt
Dontaol the degler or Phagrss Lite Service Depariment. Do not gliow clesning restment ¢r waler o enter the Tahde device
wihich san permangntly damage the system:

SERVICE

#the Tanda Skincare Sysiem reqiires service, plesse contactthe selling desler or Pharos Life Corporation,

All returned units 10 the manufacturer for regel, Ingliding WARBANTY REPAIR gad TAUT-OF WARRANTY REPAIR

it ingluds the folldwing:

oo Writen slatement containing RMA number{obiain fom manuiaciiney), mods! number seral nurmber, Contact
srsbr wiivphione and faxruimber, billing address fonly for outot-warrant y repairt shipping addmss twhers to ship
siter renait and detailed descriphosy of problenyevraptoms:

2 {:t:-g;xy of griginad rwolce issued for purchass ofthe unil
I U8hin unit o e marnifectined I e onigingl Sontaingd with 3l aocessotias gnd informslion asre shove to
Fharose Life RUA Depariment Froge 8198511147
1380 Jamigson Play, Tol fres (NAY LE7T.BS1 1177
Camnbridne, O, CAN Fax LEIQEBB1.22YT
AL AN

Any damage caused by non-origingl packaging may render he warranly null and wed, Any seraves o these unils shall be
paformed only by a Sarvice Technidian certifiad by Pharos Uife Corporation,

i the event thatihe Tanda Skincare Systam fails to performias infended, the folowing rofes will Belp o identity simple
probierns with the device and s setup. youwae uﬁaa%ﬁ to fernigdy the siialion, pledss cortaot volt deaier or Phatos

Lifs.

Trouble Foesible Hemeady

Device will not starl when the ON inferngl batiery peck s ovendnohaiged

bithon is pressed. i the power adaptor 8 connaciad 1 the Tanda conbal unit disectly, engurs the
ower adanter s well connesisd wthe Tande control uniband 2 sultanis AC
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SAFETY AND EMCY REGULATORY COMPLIANCE
The Tanda Skincare System complies with the fallowing safety and EMC regulations
ETL Classified : 3115363

e EU Directive 93/42/EEC
('"’ EU Directive 89/338/EEC
¢ us FDA 21 CFR 1040.10 & 1040.11
Conforms to UL Std 60601-1
Certified to CSA Std C22.2 No. 601-1

SAFETY AND EMC REGULATORY COMPLIANCE

The Tanda Skincare System complies with the following safety and EMC regufations

EU Directive 93/42/EEC IEC/UL/EN:  60601-1

EU Directive B9/336/EEC 60601-1-2

FDA 21CFR 1040.10 & 1040.11 CAN C22.2 No.601-1-M30w/A2

OPERATING ENVIRONMENTAL SPECIFICATIONS

AMBIENt EEMPEIATUTE. .. ... ..o eyt ettt ettt e e 15°C to 35°C
Relative Humidity...................... 15% to 75%, non-condensing
ALMIOSIHEIIC PIESSUIE.. ... it et et ettt re et e s ae et e e m e me et e e et are g ereebennren 700 — 1060 hPa
Vibration. ... e, JEVIGE MAY be SUbjected to vibration

TRANSPORT/STORE ENVIRONMENTAL SPECIFICATIONS
Ambient temperature 0°C to 60°C
Humidity ... 10% to 90%

INDICATIONS OF USE
The Tanda Skincare Systemn is an over-the-counter modular device that is generally indicated to treat dermatological
conditions. The Ténda Clear treatment head helps to treat mild to moderate inflammatory acne.

Information in this document is subjcct to change without notice.

The manufacturer shall not be liable for any errors and/or omissions for incidental or consequential damages in connection with the
performance, or vse of this material.

© 2007 Copyright Phares Life Corporation. All rights reserved. Ténda, Ténda Clear, THnda Regenerate, |'dinda, Namral. Healthy.
Beantiful., Skincarc in a new light, are trademarks of Pharos Life Corporation. Use of Pharos Life intellectual property is strictly
prohibited; without limiting the rights under copyright law, no pant of this document may be reproduced, stored in, or
introduced into a retrieval system, or transmitted in any way without the express written permission of the manufacturer.
Patents Pending.

VISIT TANDA.COM FOR EXCITING NEW TREATMENTS TO COMPLIMENT YOUR TANDA SKIN CARE SYSTEM
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APPENDIX 2. TC SELF DIAGNOSIS CHART

Tyvoes of Acne

Avnp Type

Dgseription of Comdition

Tandy uee?

Totalubzence of aone and blemisbes

Use of Tinda Clear Not
Nevessary

Hupb-chintiul scae

Small nowiber of Mackbeads and whiteheads; Barely visihly

20 to 100 whitcheads/blackBeads, or 1510 80 infhammatery
{redy lesions {nimples), op 30 o 125 Total Jesions (Pimpiedy
not sl inflamed {red in appearance)

first sipn of blomish Yes
. Blackheads awd whitebsads (3lishily inflemed — mav bered); .
Comedngal acae . - s - Yas
blemishes ave visible
Several inflamed plosples - ved i eolor
VT sen Lass Than 2l ends Dhckhendson b Than 18 Wi
% inflammatery (redi lesions (Plmgplesy or Lesy Than 30-4ntsl
§ testoms (Fimples) not all inflapmed (red happearanes)
Moderate pone Many inflaned pimples fred i colovy and pugtules {visible
acenmulation of pus o skin}
Yes

evere nodular uene

inflamed pimples aad pustules (visible secumuintion of pus
sk with s few desp neduiar lesions (solid tiass can e
felt sadershin -~ can sometines e ralsad)

Greater than 5 ovsizfsolil moass of skin ke kont; can be
vabsed or {6l gder the sk, o tofal whitcheadd/Blaekhewds
couat Greater than 100, o fotal inflammaiory count
fxreater-than 30, or Greaster-than 1258 fotal lestons

Moy consult vour
devmatoiogist Tor the besd
prescribied freatment.

& svatic pone

Mapy nodular oystic lestony (with signs of searring)

Mo consull your
deemutotogist Tor the best
greseribed trestment.

For more information such as photographs on the condition also visit the following website:
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Premarket Notification [510{(k)] Review

Traditional

K080591/54
DATE: November 12, 2008 ,
TO: The Record OFFICE: ODE
FROM: Atig Chowdhury (Biomedical Engineer) : DIVISION: DGRND

510{K) HOLDER: Pharos Life Corporation _

DEVICE NAME: Tanda Skincare System, Model: PTSCS

CONTACT: Phil Cuscuna, Quality Assurance and Regulatory Manager
11-380 Jamieson Pkwy
Cambridge, Ontario N3C 4N4

PHONE: 519-651-1177 ext. 225

FAX: 519-651-2277

EMAIL: phil.cuscuna@pharoslife.com

. Purpose and Submission Summary:

The 510(k) holder would like to introduce the Tanda Skincare System, Model:
PTSCS. Under this submission the sponsor is seeking clearance to market this new
device for Over the Counter Use and as a Class Il device. | recommend that the
subject device, Tanda Skincare System, Model: PTSCS, is found SE to its
predicates in regard to indications of use, design, technical specifications,
biocompatibility, materials, sterility, labeling, safety and effectiveness. There are no
significant differences which raise issues of safety.

Il. Administrative Requirements

v - s wasavavavsva Yes | No 7 NIA
Indications for Use page (Indicate if: Prescription or QTC)

Truthful and Accuracy Statement
510(k) Summary or 510(k) Statement
Standards Form

XXX X

lll. Device Description

| Yes | No | N/A
s the device life- supportlng or life sustaining? X

Is the device an implant (|mplanted longer than 30 days)” X

K080591 — Tanda Skincare System, Model: PTSCS <
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Does the device design use software'? X

..... V | Yes‘ No 1 NIA

Is the dewce stenle’? be

Is the device reusable (not reprocessed single use)’? |
Are “cleaning” instructions included for the end user?

(b))

For the treatment of acne, the blue LED light (414nm wavelength) head is attached
to the Tanda unit. Attaching the treatment head is accomplished by sliding it over
the control unit until it “clicks” in place. A release button detaches the head from the
control unit. The device consists of the hand piece (main unit), the hand piece
cradle, the clear treatment head — 414 LED array, 9V medical grade universal power

adaptor, protective eye goggles, user manual, warranty card, and cloth carrying
case.

IV. Indications for Use
The indication for use as given in the IFU statement (section 7, pg 21) is, “The
Tanda Skincare System is generally indicated to treat dermatological condltlons

Specifically, Blue light modules are indicated to treat mild to moderate inflammatory
acne.” This is found adequate.

(b)4)

K080581 — Tanda Skincare System, Model: PTSCS
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VI. Labeling
The sponsor has provided draft package inserts for device that include necessary

directions for use, indications for use, safety instructions, warnings, and warranty
statements.

(b)4)

The Final Labeling is found adequate (Al/S3).

VIl. Sterilization/Shelf Life/Reuse
The sponsor has not provided a sterilization section, but it appears that it is non-
applicable since the predicated submission’s review for KO70185 stated the same
thing. Thus, it is assumed the device-is provided non-sterile. For cleaning, the
sponsor recommends using a clean, soft, lint free cloth moistened with warm water
and mild detergent. This is found adequate.

VIll. Biocompatibility
The sponsor has stated they have complied with ISO 10893-1 and have completed
Cytotoxicity, Sensitization, and Irritation tests. In addition, this information is
identical to predicate KO70185. This is found adequate.

IX. Software
The sponsor states that this device has a minor Ievel of concern.

Level of Concern Mlnor

Yes _
Software description:

-Device Hazard Analysis: X

>

Software Reqguirements Specifications: X
Architecture Design Chart: . X
J Design Specifications: | o - X

K080591 — Tanda Skincare System, Model: PTSCS
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Traceability Analysis/Matrix: S X

Development: o X

Verification & Validation Testing: o X
Revision level history: X
Unresolved anomalies: - X

All software sections contained within this submission are found to be acceptable
documentation of the software and meets the software concerns as described in the
FDA Guidance for the Content of Premarket Submissions for Software Contained in
Medical Devices, dated May 29, 1998.

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety
The sponsor has indicated in the Operator's Manual that it will comply to 21 CFR
1040.10 and 1040.11. This is found adequate.

XI. Performance Testing — Bench
None provided

XIl. Performance Testing — Animal
None Provided

Xlll. Performance Testing — Clinical
The sponsor states the purpose of this clinical study is to evaluate subjective
opinion and/or experience of self diagnosis and self treatment administration of the
device according to its intended use. The study examined the number of subjects
that could:

+ Demonstrate correct understanding of the Acne Self Diagnosis Chart
provided with the Tanda Skincare System;

o Self-diagnose their condition correctly;

» Demonstrate a correct understanding of the device and its application,
including looking at their understanding of the Labeled Warnings and
Precautions; and

¢ Demonstrate confidence in the use of the Tanda Skincare System
without supervision by a doctor.

Subjects "with mild to moderate acne, treated at the Tennessee Clinical Research
Center (N=21), were recruited to the study.” The inclusion criteria required patients:

to be of either sex

to have mild to moderate acne

be "suitable for inclusion”

willing and able to comply with the treatment '
willing and able to give consent, except for those under 18 where legal
guardian gave consent

« atleast 12 years of age

K080591 — Tanda Skincare System, Model: PTSCS
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Patients were excluded when they:

» had other skin conditions than mild to moderate acne.

- had severe nodular acne '

» used topical or systemic steroids or NSAIDs

» had "clinically infected lesions that required treatment with systemic
antibiotics and or local antiseptics and or other treatment"

« were pregnant

» had "a known history of poor compliance with medical treatment”

» "have shown not to be able to correctly and safely self apply TC [Tanda
Clear], as they did not understand the use of the device or expressed not to
be confident to perform self treatment with TC" |

Patients who were included and not excluded by the above

1.

were required to have "consented to participate, after the nature, scope and
possible consequences of the study have been explained in an understandable
form.” ‘

"under the supervision of the medical practitioner, it [was] determined if selected
subjects [were] able to identify the grading of their acne to be mild to moderate
and therefore suitable for TC self care treatment.”

“[flurther it [was] tested if these subjects [felt] confident and [were] able to apply
Tanda® Skincare System effectively and safely.”

LCEeND

| (0)(4),(b)(6)
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10

11
12
13
14
15
16
17
18

(b)4)

The sponsor provided (Al S1 Supplement) the Clinical Protocol to determine the use
of device. This was adequate, however, did not address the labeling comprehension
aspect of the device. This information was then found to be in a table of the first
clinical protocol within the original submission (TC Self diagnosis and treatment of
mild to moderate acne, pg 14). The table showed the subjects evaluation of the
instructions for use. However, there are many issues with this (See Comments
Section). This was found to be adequate during the S3 Review.

(b))

Jack McCracken of OCER provided the Labeling review of the Al $1 responses and
provided additional deficiencies. (See Labeling Consult, Attached S2 Review)

New Usability Study {S3- Round):

The purpose of the user study detailed below was to evaluate the ability of potential
lay users to comprehend the Tanda Skincare System User's Manual, as well as their
ability to use the device as directed by the User's Manual

Materials and Methods:

To determine the ease of use of the Tada Skincare System, a user study was
performed to confirm that the intended user population can operate the Tanda
Skincare System in accordance with the User's Manual in a simulated use
environment This study involved 41 consumers between 10 and 70 years of age, a
study population representative of the intended users of the Tanda Skincare System.
Appendix A provides basic demographic information on study participants. Study
participants were asked to read the Participant Instruction Sheet and the User's
Manual for the Tanda Skincare System (see Appendix C of $3 Response).

K080591 — Tanda Skincare System, Model: PTSCS
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Results:

The results of the Tanda Skincare System user study, summarized in Tables 1 and 2
(Section 7, pg 2 & 3) demonstrate that users of different ages and levels of ability
were able to comprehend the User's Manual and successfully use the device under

-simulated use conditions.

(b))

The sponsor has provided adequate rationale (Al S4 Supplement) to show that the
goggles now used (K072459) ("Ornnilux"), a device that is specifically cleared for
OTC wrinkle treatment, |s safe and effective (See Sponsor’s Responses to S3 Al
Deficiencies).

XIV. Substantial Equivalence Discussion

Yes No
1. Same Indication Statement? X IfYES=GoTo3
2. Do Differences Alter The Effect Or Raise If YES = Stop NSE
New Issues of Safety Or Effectiveness? ; :
3. Same Technological Characteristics? X IfYES=GoTo5
4. Could The New Characteristics Affect IfYES =GoTo6
Safety Or Effectiveness? f
5. Descriptive Characteristics Precise X TNO=GoTo8
Enough? - If YES = Stop SE
6. New Types Of Safety Or Effectiveness ‘ IT YES = Stop NSE
Questions? . j
7. Accepted Scientific Methods Exist? If NO = Stop NSE
8. Performance Data Available? | . | IfNO =Request Data
9. Data Demonstrate Equivalence? Final Decision: SE

K080591 — Tanda Skincare System, Model: PTSCS
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XV. Sponsor Responses to $1 Al
1. Usability Study for OTC Claim

In your submission, you have indicated that you want this device to be cleared for
Over-the-Counter (OTC) use. You have not provided a protocol which
determines how individuals read the instructions for use and if they can use the
device correctly. In fact, except for the first instance of treatment, there is no
information oh how patients actually used-the device during the study. Please
provide the protocol of your self-selection study which includes the instructions
for use to determine whether the patients can use the device correctly. This
protocol must be identical to the instructions for use of your prescription cleared
device (your treatment regimen of doses and # of treatments were not identical in
the prescription and OTC devices’ operators manual). In addition, please provide
data/or rationale explaining how the eyewear worn on the patient does not alter
the efficacy of the device while the patient self-administers treatment from the
device.

To avoid confusion Pharos Life initially elected to provide only applicable
sections of the protocol. This protocol, in fact, included two separate studies..
The first study deals with user self-selection and self-application of treatment and
was the intended study to support the 510(k) submission. The second study was
a user efficacy study, which was primarify intended to obtain information for
marketing purposes. At the time of initial submission of the 510(k) notice
(February 26, 2008) only the first study was complete, and the second study was
stifl underway.

To prevent further confusion, Pharos Life has submitted the protocol in its
entirety. Subsequent to the submission of the 510(k) the user efficacy study was
completed and a test report developed. Both the complete protoco! addressing
both studies and the user efficacy report is included in Appendix 1 to this
submission.

(b)(4),(b)(3)

The eyewear permits the user to see the device at the appropriate wavelength to
allow for adequate visualization of the device. The optical dens:ty of the eyewear
is included in Appendix 7.
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This was found to be adequate. The efficacy and treatment issue is not an issue.
The labeling comprehension study is the study of interest. Also, the eyewear
posed an additional deficiency. (See Deficiency & Comments Section)

2. Self-Selection Study
In your Clinical Study Protocol and Report it appears that you have initially
screened the subject population by having an inclusion criterion of
“Patients...who have mild to moderate acne of the face.” By only including
patients with mild and moderate acne, we don’t know if patients for whom the
device was not intended will misdiagnose themselves and use the device. We
want to know not only if patients with mild and moderate acne can diagnose that
they have mild and moderate acne, but we also want to know that patients with
no acne and/or severe acne can diagnose that they don’t have mild or moderate
acne. Thus, the purpose of the self-selection study is to evaluate the ability of
the population in general to determine if they are the correct purchasers of the
device. Please revise your Clinical Study Protocol to reflect these changes.

Initial screening was conducted by the patients themselves who elected to go to
the Clinical Centre to obtain treatment for the condition they identified themselves
as having, namely, mild to moderate acne. Hence, subjects seeking treatment for
mild to moderate acne were seeking freatment at the clinic. This is analogous to
consumers self-screening for an OTC product to assist with freatment of the
acne. Regardless, the objective of the self-selection study was to ascertain
whether study participants could understand and utilize the screening chart to
correctly identify their condition and properly select themselves as candidates for
treatment with the Tdnda. The severity of the patient’s acne should not impact
the subject’s ability to assess that condition’s severity.

(b)(4),(b)(3)
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Sponsor Responses to S2 Al
(b)(4),(b)(5)

Feedback on Proposed User Study Protocol and Labeling

The sponsor agreed to conduct a new user study (as detailed in the company's
July 28, 2008, message to FDA in follow-up to the July 25 teleconference. The .
sponsor submitted a proposed user study protocol and the associated product
labeling on August 19, 2008, seeking the agency's feedback prior to initiating the
requested user study. We reviewed the protocol and indicated its acceptance.of
the proposed user study in an August 27, 2008, electronic communication. Also,
Jack McCracken (OCER) provided feedback on the User Manual in a September
10, 2008, electronic communication to the company. The company has revised
the User Manual per FDA's feedback, implementing all of FDA's suggestions,
with the exception of changes to the skin assessment tables, as FDA had agreed
to accent the screenina materials that were nart of

[(0)),(b)(5)

- 3. Protective Goggles OD Values
In your Al response (Appendix 7), you have provided optical data that shows a
highet percentage of blue light blockage compared to other visible wavelength.
Does this mean all blue light is being blocked between 400-500nm and if not,
what is the percent transmission of blue light within that range?

(b)(4),(b)(3)

This is found adequate.

The following Additional Questions involve the Statistical Analysis of your Al

Supplement.
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4. In your response to Question 4b, you say “the discrepancy occurred because the
self assessment chart does not have a category for “more than 20” comedones”.
This conclusion seems to infer that the patient decided first if they had mild or
moderate acne and then answered the questions accordingly. Please clarify this
statement. Additionally, please clarify the data discrepancies between 16.4 and
16.4.1, 16.8 and 16.8.1, and between 16.12 and 16.12.1.

(b)(4).(b)()

This is found adequate.

5. Inresponse to question 4c, you said that the p-values were calculated using a t-
test because the data was normally distributed. However, the answers to many
of these questions are binomial, and they are not normally distributed. Please
provide evidence that the t-test was appropriate.

The sponsor has agreed to conducted a new user study to assess the adequacy
of the Tanda Skincare System's labling/ The result of this study are provided as
Attachment 7.

This is found adequate.

(b)(4),(b)(3)

The sponsor has conducted a new user study. This is found acceptable.

7. You have indicated that at the time of the questionnaire, none of the participants
had any prior experience with the Tanda Skincare System. Given their lack of
experience, please explain how the subjects knew that the product would be
easy to use and the relevance of questions 18.5-18.8.
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8. You said that subject 101 dropped out of the study. Please explain why she
started the questionnaire hut was unable to finish it.

9. In response to question 10, you indicate that the sample size “criterion is fulfilled
if all users responded to agree or strongly agree to the essential usability
questions in a random sampling of at least 19 users.” Please define which of the
questions are “essential usability questions,” and if all of the subjects did not

respond agree or strongly agree for these questions, please justify why your
sample size is sufficient.

The following Responses to Additional Questions involve the Labeling which
contain the Tanda Skincare System Operator's Manual are found in the Al S3
supplement-pg 4. All Responses are Found Adequate.

10.Revised Device Descrintion

(b)(4).(b)(5)
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extent to which the surface of the treating element has to be in contact
with skin.

11 _Information an Condition or Digease

(b)(4),(b)(3)

12.Contraindications
Please revise the following section:
e Within the contraindications section, remove the words, "Warning"

and "Caution.”
K080591 — Tanda Skincare System, Model: PTSCS ‘ ’7
FOI - Pa@’gqf&g{%%lfe Corporation Page 13 of 20 MEMO By AQC



+ Please remove the contraindication about use on infants. This statement
about use on infants is probably not a contraindication unless the risk is
known and always outweighs the benefit.

» The statement about use if you are pregnant is not a contraindication
because it does not state a situation where the device should not be
used because the known risk always outweighs the henefit. Please
remove or revise it.

» The last item in the contraindications is likely a warning and not a
contraindication. Please remove or revise it.

* There is a risk cited in the "Risks" section that suggests highly probable

~ damage to the retina if a person is sensitive to the radiation. If there is
evidence for this effect, it may be that these persons are contraindicated
from using the device. Please explain more fully this risk. Please
explain how a person can know they have this sensitivity and will avoid
using this product if they inappropriately buy it OTC. -

» There is a risk cited in the "Risks" section that suggests a person who
has a tendency towards mania has an increased risk of developing
mania as a result of use. Please explain how a person can know they
have a tendency towards mania and will avoid using this product if they
inappropriately buy it OTC. :

13.Warnings
In the Warning's section, please change the phrase, "To prevent risk of electric
shock” to "To reduce the risk of electric shock that may cause injury or death:”

14 Risks
Please revise the following section:

+ Please define the terms you use in the likelihood column so the lay
person can better understand them. ‘

+ In the final labeling, assure that the entire contents of a hazard category
prints on a single page and does not spill over to the next page.

+ Add a statement that "Only the known risks of the device are listed.
There may be other risks in using the device because the clinical trial
likety did not uncover all the risks of using the device. Users of the
device can control the risks of the device only if they can read and
comprehend all parts of the user manual and follow all the instructions,
contraindications, warnings and precautions in it exactly.”

15.Benefits
Please revise the following section:

» In the benefit labeled "cheaper” there is no information on costs so it is
hard to understand the sense of "cheaper." Please revise the information
to better explain what is meant by "cheaper” or delete the item.

« |n the first item in the benefits section, the text in the "Effects to User”
column seems to repeat the idea in the first column without giving any
new information. This item gives little or no infermation on the actual
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benefit but merely expresses that persons can expect to see results. It
seems to be obvious to say that buyers of this device expect to see
changes--otherwise they would have not bought the device. The
"Summary of Clinical Data section" says, in contrast, that the "results of
the study demonstrated a significant improvement of their skin
condition.” If this is a true statement, please develop a quantitative
useful statement for the benefits section and replace the less informative
information now in the section. :

» Add to the benefits section a statement that "Users of this device can
obtain benefit from using it only if they read and comprehend all
information in the user manual and follow exactly all the instructions in
the user manual.”

16. Interpreted Summary of Clinical Data

(b))
(b)(4),(b)(3)

17.Effect of Failure on Patient or Caregiver
In the section “Replacing Your Tanda Treatment Head" please say why it is
necessary to replace the head after approximately 500 hours. The statement
implies that the head should be replaced because it is uncertain what happens
after that. Please be more explicit and say, for example, that it is unknown how
long the head will produce an adequate dose of energy beyond 500 hours.

18. Graphics

K080591 — Tanda Skincare System, Model: PTSCS
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There is no graphic showing how to apply the device to acne. Please use

suitable graphics to illustrate how a user should use the device to treat his or her
acne.

19. Date of Printing.

There is no apparent date of printing. Please include the date on which the
labeling is printed so the user can know how old the labeling is

20. Setup Instructions

The section, "Getting Started. . . ." seems redundant of the section "Tanda Acne
Treatment” on page 11. Please consider removing one or the other section.

21.0Operating_|nstructions
Each step in the process should start with what the user should do, followed by
what the device does in response. Please revise the steps accordingly.

* |n step 1 of "Acne Treatment Cycle", the expression, Make sure to
washes skin. . . ." seems to have something missing since it makes no
sense. Please revise. .

» In step 2, on disinfecting the surface, tell the user how to disinfect the
surface in sufficient detail to allow them to accomplish the task. Tell what
disinfectant to use, how to apply it, and how long to let it remain to
accomplish the disinfection task. This statement appears to be a warning
or precaution. Please label it accordingly. Tell why it is necessary to
disinfect the device and what may happen if it is not disinfected.

+ Step 3 seems to need a warning or precaution statement. Please add a
suitable warning.

« Step 4 may be confusing. As written, it appears to have steps in the
process, but the items "a" and "b" are not steps. Please revise. In this
step, clarify whether the 3 minute timer starts before the device touches
the skin in Step 6 or starts in Step 4. The term, "treatment light" has not
been defined earlier. Please use a term that has been used previously to
lessen confusion.

e The information in Step 7 appears to be about what the device does as
part of either Step 4 or Step 6. Please clarify.

o Step 8 might be improved by starting it with what the user is supposed to
do. The first sentence in Step 8 appears to be properly part of what the
device does during Step 7. Please revise accordingly.

* The text, "Repeat the process. . . ." appears to be a step. Please label it
as a step.
¢ The text, "You may. . . ." suggests a treatment regimen and a maximum

dosage. Please explain why this is the recommended treatment regimen
and how important it is to follow it. Tell the user how to determine
whether they should repeat the process per area and how to choose
between 2 and 3 times per week re-treatment regimens. Tell the user
why they should or should not continue to use the device until the
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maximum dose is accumulated. Tell the user what to look for as signs or
symptoms as signals to repeat or not repeat the treatment.

» There is no step 5. Either renumber the steps or insert the missing step
5 .

22.Care and Cleaning instructions
Please revise the following section:

+ The section, "Cleaning/Disinfecting” recommends a "mild disinfectant”
but does not describe it. Please include adequate lay person
instructions on how to choose and use a disinfectant in accordance with
its labeling. Clarify how to choose between the "mild disinfectant” and
isopropyl alcohol to use. Explain the necessity for cleaning and
disinfecting the device.

» Although the instruction does warn about not allowing cleaning treatment
or water to enter the device, there is little information on how watertight
the device is. For example, the instruction does not warn against

- washing the device with hot soapy water such as inside a dishwasher,
which would not submerse the device. Please revise as necessary.

23. Storage Information
In the section on Battery Care, there is language lay persons will likely not
understand, such as "connected to system load.” Please revise. In addition, the’
section seems to suggest that it is OK to connect the power adapter to the
system for "infinite" time, but if the unit is not being used for "extended periods of
time" the instruction recommends that the power adapter not be connected.
Please revise this section to give specific clear directions.

XVI. Responses to Comments
In addition to Al Deficiencies:

Comment 1: The questionnaire administered to the subjects asked for their
opinions on the quality of instructions and the device. Gathering subjects'
opinions an whether they think the information in the user manual is clear does

- not measure the manual's clarity or their understanding of the information in the
manual because they are part of the test and not, therefore, able to make these
measurements. There needs to be an independent measure of subjects’
understandings to assess the utility of the labeling. Questionnaires designed for
assessing comprehension of information measure success and failure—not likes
and dislikes. :

-Want to see individual patient data—their comments, concerns/improvements (if
any, from study).

Found adequate in new study (Al $3 Supplement).
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Found adequate in new study (Al S3 Supplement).

XVIl. Sponsor Responses to §3 Al

1. User Study Report
(b)(4),(b)(5)

The device's primary user feedback is provided audibly as follows:

The user places the safety goggles over his or her eyes and pushes the device's
tactife onfoff button, which is easily focated without any iffuminated feedback, as
evidenced by the 100% of users successfully turning the device on in the
company's user study. Upon activation, the Tanda Skincare System indicates by
a single tone that it has been activated. Once activated, the device is touched to
the skin. This contact begins the treatment cycle. During the three-minute cycle,
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This response was found adequate.

[ Hi rv
XVl Cn e =t

XVIX. Recommendation
Regulation Number: 21 CFR 878.4810
Regulation Name: Laser surgical instrument for use in general and plastic
- surgery and in dermatology.
Regulatory Class: Class I
Device Code: GEX
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Premarket Notification [510(k)] Review

Traditional

K080591/S3
DATE: November 7, 2008
TO: The Record OFFICE: ODE
FROM: Atig Chowdhury (Biomedical Engineer) DIVISION: DGRND

510(K) HOLDER: Pharos Life Corporation

DEVICE NAME: Tanda Skincare System, Model: PTSCS

CONTACT: Phil Cuscuna, Quality Assurance and Regulatory Manager
11-380 Jamieson Pkwy
Cambridge, Ontario N3C 4N4

PHONE: 519-651-1177 ext. 225

FAX: 519-651-2277

EMAIL : phil.cuscuna@pharoslife.com

l. ‘Purpose and Submission Summary:
The 510(k) holder would like to introduce the Tanda Skincare System, Model:
PTSCS. Under this submission the sponsor is seeking clearance to market this new
device for Over the Counter Use and as a Class Il device. The sponsor is being
reguested additional information regarding following topics and this submission is
being put ON HOLD until they provide the requested information.

— User Study Report

Il. Administrative Requirements

| Yes | No | N/A

Indications for Use page (Indicate if:PrescfiE)EMckJ‘n or“OTC)
Truthful and Accuracy Statement

510(k) Surnmary or 510(k) Statement

Standards Form

XX X X

Il Device Description

‘”Is themd'é\'fice____Iife-éup_pdfting or life sustalnlng‘7 o ]
Is the device an implant (implanted longer than 30 days)? ' X

Does the device design use software? X
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Yes No _ N/A

Is the device sterile? _' | | X
|s the device reusable (not reprocessed single use)?
Are “cleaning” instructions included for the end user?

X

The Tanda Skincare System is a modular platform which uses light treatment heads
combined with onboard electronic controls and intelligence designed to offer solid
state light source treatments (blue light) for mild to moderate inflammatory acne.
The Tanda control unit is designed to connect to interchangeable treatment head.
The sponsor states the device is entirely identical to the Tanda Skincare System
(K070185), except for the change in “Indications of Use” from Prescriptive to Over-
the-counter (OTC) and the associated labeling changes supporting this change in
indications. '

(b)(4),(b)(3)

IV. Indications for Use
The indication for use as given in the IFU statement (section 7, pg 21) is, “The
Tanda Skincare System is generally indicated to treat dermatological conditions.
Specifically, Blue light modules are indicated to treat mild to moderate inflammatory
acne.” This is similar to the predicates, however, the OTC claim will not be granted
until the usability {(labeling comprehension) study is found adequate.

(b)(4),(b)(5)

K080591 — Tanda Skincare System, Model: PTSCS
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VI. Labeling
The sponsor has provided draft package inserts for device that include necessary

directions for use, indications for use, safety instructions, warings, and warranty
statements.

(b)(4),(b)(5)

The Final Labeling is found adequate (Al/S3).

VIl. Sterilization/Shelf Life/Reuse :
The sponsor has not provided a sterilization section, but it appears that it is non-
applicable since the predicated submission's review for K070185 stated the same
thing. Thus, it is assumed the device is provided non-sterile. For cleaning, the

sponsor recommends using a clean, soft, lint free cloth moistened with warm water
and mild detergent. This is found adequate.

VIIl. Biocompatibility
The sponsor has stated they have complied with ISO 10993-1 and have completed
Cytotoxicity, Sensitization, and Irritation tests. In addition, this information is
identical to predicate KO70185. This is found adequate,

1X. Software
The sponsor states that this device has a minor level of concern.

Version:
Leve!l of Concern: Minor

[Ves | No_

Software description: X

Device Hazard AnaIyS|S _ ‘ X
Software Requirements Specifi‘.glgti‘p'r!“sw;m‘ | - | X
Architecture Design Chart: o , X
Design Specifications: X

K080591 — Tanda Skincare System, Model: PTSCS
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Traceability Analysis/Matrix: | X

Development: - 7 X
Verification & Validation Testing: | X
Revision level history: ' X

Unresolved anomalies: o X

All software sections contained within this submission are found to be acceptable
documentation of the software and meets the software concerns as described in the
FDA Guidance for the Content of Premarket Submissions for Software Contained in
Medical Devices, dated May 29, 1998.

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety
The sponsor has indicated in the Operator's Manual that it will comply to 21 CFR
1040.10 and 1040.11. This is found adequate.

Xl. Performance TeStinq — Bench
None provided

Xll. Performance Testing — Animal
None Provided

XIl. Performance Testing = Clinical

The sponsor states the purpose of this clinical study is to evaluate subjective
opinion and/or experience of self diagnosis and self treatment administration of the
device according to its intended use. The study examined the number of subjects
that could:

+ Demonstrate correct understanding of the Acne Self Diagnosis Chart

provided with the Tanda Skincare System;

s Self-diagnose their condition correctly; .

- » Demonstrate a correct understanding of the device and its application,
including looking at their understanding of the Labeled Warnings and
Precautions; and

e Demonstrate confidence in the use of the Tanda Skincare System -
without supervision by a doctor.,

Subjects "with mild to moderate acne, treated at the Tennessee Clinical Research
Center (N=21), were recruited to the study.” The inclusion criteria required patients:

to be of either sex

to have mild to moderate acne

be "suitable for inclusion”

willing and able to comply with the treatment

willing and able to give consent, except for those under 18 where legal
guardian gave consent '

« atleast 12 years of age

K080591 — Tanda Skincare System, Model: PTSCS
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Patients were excluded when they:

» had other skin conditions than mild to moderate acne

« had severe nodular acne

+ used topical or systemic steroids or NSAIDs

« had "clinically infected lesions that required treatment with systemic
antibiotics and or local antiseptics and or other treatment”

« were pregnant

+ had "a known history of poor compliance with medical treatment”

» "have shown not to be able to correctly and safely self apply TC [Ténda
Clear], as they did not understand the use of the device or expressed not to
be confident to perform self treatment with TC"

Patients who were included and not excluded by the above

1. were required to have "consented to participate, after the nature, scope and
possible consequences of the study have been explained in an understandable
form."

2. "under the supervision of the medical practitioner, it [was] determined if selected
subjects [were] able to identify the grading of their acne to be mild to moderate
and therefore suitable for TC self care treatment.”

3. "[flurther it [was] tested if these subjects [felt] confident and [were] able to apply

Tanda® Skincare Svstem effectivelv and safelv "
4. |(b)4),(b)(5)

© 0~ o
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10

11
12
13
14
15
16
17
18

This Clinical Data is not needed since only a Usability Study is needed (S3).

The sponsor provided (Al S1 Supplement) the Clinical Protocol to determine the use
of device. This was adequate, however, did not address the labeling comprehension
aspect of the device. This information was then found to be in a table of the first
clinical protocol within the original submission (TC Self diagnosis and treatment of
mild to moderate acne, pg 14). The table showed the subjects evaluation of the
instructions for use. However, there are many issues with this (See Comments
Section).

(b)(4),(b)()

Jack McCracken of OCER provided the Labeling review of the Al S1 responses and
provided additional deficiencies. {See Labeling Consult, Attached S2 Review)

New Usability Study (S3- Round):

The purpose of the user study detailed below was to evaluate the ability of potential
lay users to comprehend the Tanda Skincare System User's Manual, as well as their
ability to use the device as directed by the User's Manual '

Materials and Methods:

To determine the ease of use of the Tada Skincare System, a user study was
performed to confirm that the intended user population can operate the Tanda
Skincare System in accordance with the User's Manual in a simulated use
environment This study involved 41 consumers between 10 and 70 years of age, a

study population representative of the intended users of the Tanda Skincare System.

Appendix A provides basic demographic information on study participants. Study
participants were asked to read the Participant Instruction Sheet and the User's
Manual for the Tanda Skincare System (see Appendix C of S3 Response).

K080591 — Tanda Skincare System, Model: PTSCS
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Results:

The results of the Tanda Skincare System user study, summarized in Tables 1 and 2
(Section 7, pg 2 & 3) demonstrate that users of different ages and levels of ability
were able to comprehend the User's Manual and successfully use the device under
simulated use conditions.

(b)(4).(b)(3)

Though these study parameters do no pertain to the participants’ understanding of .
the User's Manual, this failure rate is too high since it poses a significant safety
concern given that the user may fail to wear or remove the goggles during treatment
in order to clearly see the light indicaters and power button on the treatment head.
Please revise this study to decrease this failure rate and show that the user is able
to clearly see the light indicators and power button on the treatment head while
wearing goggles (See Deficiencies).
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XIV. Substantial Equivalence Discussion

Yes_ No _
1. Same Indication Statement? IfYES=GoTo 3
2. Do Differences Alter The Effect Or Raise _ If YES = Stop NSE
New Issues of Safety Or Effectweness’? |
3. Same Technological Characteristics? ‘ f YES = Go To 5
4 Could The New Characterlstlcs Affect | If YES = ‘Go Tb 6
Safety Or Effectiveness? ’ ‘
5. Descriptive Characteristics Precise IfNO=GoTo8
Enough? | ITYES=StopSE
6 New fypes Of Safety Or Effectivene”é'é' . If YES = Stop NS E
Questions?
7. Accepted Sbientifibul;;/léthods Exist? ” _ a -If NO = Stop NSE
8. Performance Data Avallab}é; """""""" | | If NO = hequest Data
9 Data”[”)émonstrate Equivalence? ; Final Decision: Al

XV. Sponsor Responses to S1 Al

1.

Usability Study for OTC Claim

In your submission, you have indicated that you want this device to be cleared for
Over-the-Counter (OTC) use. You have not provided a protocol which
determines how individuals read the instructions for use and if they can use the
device correctly. In fact, except for the first instance of treatment, there is no
information oh how patients actually used the device during the study. Please
provide the protocol of your self-selection study which includes the instructions
for use to determine whether the patients can use the device correctly. This
protocol must be identical to the instructions for use of your prescription cleared
device (your treatment regimen of doses and # of treatments were not identical in
the prescription and OTC devices’ operators manual). In addition, please provide
data/or rationale explaining how the eyewear worn on the patient does not alter
the efficacy of the device while the patient self-administers treatment from the
device.

To avoid confusion Pharos Life initially elected to provide only applicable
sections of the protocol. This protocol, in fact, included two separate studies..
The first study deals with user self-sefection and self-application of treatment and
was the intended study to support the 510(k) submission. The second study was
a user efficacy study, which was primarily intended to obtain information for
marketing purposes. At the time of initial submission of the 510(k) notice

K080591 — Tanda Skincare System, Model: PTSCS
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(February 26, 2008) only the first study was complete, and the second study was
{ still underway. .

To prevent further confusion, Pharos Life has submitted the protocol in its

entirety. Subsequent to the submission of the 510(k) the user efficacy study was

completed and a test report developed. Both the complete protocol addressing

both studies and the user efficacy report is included in Appendix 1 fo this

submission.

(b)(4),(b)(3)

The eyewear permits the user to see the device at the appropriate wavelength to
allow for adequate visualization of the device. The optfca! density of the eyewear
is included in Appendix 7.

This was found to be adequate. The efficacy and treatment issue is not an issue.
The labeling comprehension study is the study of interest. Also, the eyewear
posed an additional deficiency. (See Deficiency & Comments Section)

2. Self-Selection Study
In your Clinical Study Protocol and Report it appears that you have |n|t|ally
screened the subject population by having an inclusion criterion of
“Patients...who have mild to moderate acne of the face.” By only including
patients with mild and moderate acne, we don't know if patients for whom the
device was not intended will misdiagncse themselves and use the device. We
want to know not only if patients with mild and moderate acne can diagnose that
they have mild and moderate acne, but we also want to know that patients with
no acne and/or severe acne can diagnose that they don't have mild or moderate
acne. Thus, the purpose of the self-selection study is to evaluate the ability of
the population in general to determine if they are the correct purchasers of the
device. Please revise your Clinical Study Protocol to reflect these changes.

initial screening was conducted by the patients themselves who elected to go to
the Clinical Centre to obtain treatment for the condition they identified themselves
as having, namely, mild to moderate acne. Hence, subjects seeking treatment for
mifd to moderate acne were seeking freatment at the clinic. This is analogous fo
consumers self-screening for an OTC product to assist with treatment of the
acne. Regardless, the objective of the self-selection study was to ascertain -
whether study participants could understand and utilize the screening chart to

K080591 — Tanda Skincare System, Model: PTSCS
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correctly identify their condition and properly select themselves as candidates for
treatment with the Ténda. The severity of the patient’s acne should not impact
the subject’s ability to assess that condition’s severity.

(b)(4),(b)(3)

Sponsor Responses to S2 Al

(b)(4),(b)(3)

Feedback on Proposed User Study Protocol and Labeling

The sponsor agreed to conduct a new user study (as detailed in the company's
July 28, 2008, message to FDA in follow-up to the July 25 teleconference. The
sponsor submitted a proposed user study protocol and the associated product
labeling on August 19, 2008, seeking the agency's feedback prior to initiating the
requested user study. We reviewed the protocol and indicated its acceptance of
the proposed user study in an August 27, 2008, electronic communication. Also,
Jack McCracken (OCER) provided feedback on the User Manual in a September
10, 2008, electronic communication to the company. The company has revised
the User Manual per FDA's feedback, implementing all of FDA's suggestions,
with the exception of changes to the skin assessment tables, as FDA had agreed
to accept the screening materials that were part of

K080591 — Tanda Skincare System, Model: PTSCS
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- 3. Protective Goggles OD Values
In your Al response (Appendix 7), you have provided optical data that shows a
higher percentage of blue light blockage compared to other visible wavelength.
Does this mean all blue light is being blocked between 400-500nm and if not,
what is the percent transmission of blue light within that range?

(b)(4),(b)(3)

This is found adequate.

The following Additional Questions involve the Statistical Analysis of your Al
Supplement.

4. In your response to Question 4b, you say “the discrepancy occurred because the
self assessment chart does not have a category for “more than 20" comedones”.
This conclusion seems to infer that the patient decided first if they had mild or
moderate acne and then answered the questions accordingly. Please clarify this
statement. Additionally, please clarify the data discrepancies between 16.4 and
16.4.1, 16.8 and 16.8.1, and between 16.12 and 16.12.1. '

(b)(4),(b)(3)

This is found adequate.

5. Inresponse to question 4c¢, you said that the p-values were calculated using a t-
test because the data was normally distributed. However, the answers to many
of these questions are binomial, and they are not normally distributed. Please
provide evidence that the t-test was appropriate. :

The sponsor has agreed to conducted a new user study to assess the adequacy
of the Tanda Skincare System’s labling/ The result of this study are provided as
Aftachment 7.

This is found adequate.

K080591 — Tanda Skincare System, Model: PTSCS
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7.

8.

You have indicated that at the time of the questionnaire, none of the participants
had any prior experience with the Tanda Skincare System. Given their lack of
experience, please explain how the subjects knew that the product would be
easy to use and the relevance of questions 18.5-18.8.

You said that subject 101 dropped out of the study. Please explain why she

" started the questionnaire but was unable to finish it.

In response to question 10, you indicate that the sample size “criterion is fulfilled
if all users responded to agree or strongly agree to the essential usability
questions in a random sampling of at least 19 users.” Please define which of the
questions are “essential usability questions,” and if all of the subjects did not
respond agree or strongly agree for these questions, please justify why your
sample size is sufficient. '

The following Responses to Additional Questions involve the Labeling which
contain the Tanda Skincare System Operator's Manual are found in the Al S3
supplement-pg 4. All Responses are Found Adequate.

10

(b)(4),(b)(3)
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11. Information on Condition or Disease
(b)(4),(b)(5)
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12.Contraindications

Please revise the following section:

Within the contraindications section, remove the words, "Waming"

and "Caution.”

Please remove the contraindication about use on infants. This statement
about use on infants is probably not a contraindication unless the risk i is
known and always outweighs the benefit.

The statement about use if you are pregnant is not a contraindication
because it does not state a situation where the device should not be
used because the known risk always outweighs the benefit. Please
remove or revise it.

The last item in the contraindications is likely a warning and not a
contraindication. Please remove or revise it.

There is a risk cited in the "Risks" section that suggests highly probable
damage to the retina if a person is sensitive to the radiation. If there is
evidence for this effect, it may be that these persons are contraindicated
from using the device. Please explain more fully this risk. Please
explain how a person can know they have this sensitivity and will avoid
using this product if they inappropriately buy it OTC.

There is a risk cited in the "Risks" section that suggests a person who
has a tendency towards mania has an increased risk of developing
mania as a result of use. Please explain how a person can know they
have a tendency towards mania and will avoid using this product if they
inappropriately buy it OTC.

13.Wamings
In the Warning's section, please change the phrase, "To prevent risk of electric
shock” to "To reduce the risk of electric shock that may cause injury or death:”

14. Risks

Please revise the following section:
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* Please define the terms you use in the likelihood column so the lay
person can better understand them.

* In the final labeling, assure that the entire contents of a hazard category |

prints on a single page and does not spill over to the next page.

» Add a statement that "Only the known risks of the device are listed.
There may be other risks in using the device because the clinical trial
likely did not uncover all the risks of using the device. Users of the
device can control the risks of the device only if they can read and
comprehend all parts of the user manual and follow all the instructions,
contraindications, warnings and precautions in it exactly."

15. Benefits
Please revise the following section:

+ In the benefit labeled "cheaper” there is no information on costs so it is
hard to understand the sense of "cheaper." Please revise the information
to better explain what is meant by "cheaper” or delete the item.

¢ In the first item in the benefits section, the text in the "Effects to User”
column seems to repeat the idea in the first column without giving any
new information. This item gives little or no information on the actual
benefit but merely expresses that persons can expect to see results. It
seems to be obvious to say that buyers of this device expect to see
changes--otherwise they would have not bought the device. The
"Summary of Clinical Data section" says, in contrast, that the "results of
the study demonstrated a significant improvement of their skin-
condition.” If this is a true statement, please develop a quantitative
useful statement for the benefits section and replace the less informative
information now in the section.

+ Add to the benefits section a statement that "Users of this device can
obtain benefit from using it only if they read and comprehend all

information in the user manual and follow exactly all the instructions in
‘the user manual." :

(b)(4),(b)(3)
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» Please remove the first sentence of the 4th paragraph from the section.
One cannot claim in the labeling of a device cleared through the 510(k)
process that the device is safe and effective.

« In the sentence describing "a significant improvement”, please expand it

to give useful quantitative information gleaned from the study about
significant improvement.

17.Effect of Failure on Patient or Caregiver
In the section "Replacing Your Tanda Treatment Head" please say why it is
necessary to replace the head after approximately 500 hours. The statement
- implies that the head should be replaced because it is uncertain what happens
after that. Please be more explicit and say, for example, that it is unknown how
long the head will produce an adequate dose of energy beyond 500 hours.

18.Gréghics ,
There is no graphic showing how to apply the device to acne. Please use

~suitable graphics to illustrate how a user should use the device to treat his or her
acne.

19.Date of Printing.

There is no apparent date of printing. Please include the date on which the
labeling is printed so the user can know how old the labeling is

20.Setup Instructions

The section, "Getting Started. . .. ." seems redundant of the section "Tanda Acne
Treatment” on page 11. Please consider removing one or the other section.

21.0Operating Instructions

Each step in the process should start with what the user should do, followed by
what the device does in response. Please revise the steps accordingly.

« Instep 1 of "Acne Treatment Cycle", the expression, Make sure to
washes skin. . . ." seems to have something missing since it makes no
sensé. Please revise.

¢ |n step 2, on disinfecting the surface, tell the user how to disinfect the
surface in sufficient detail to allow them to accomplish the task. Tell what
disinfectant to use, how to apply it, and how long to let it remain to
accomplish the disinfection task. This statement appears to be a warning
or precaution. Please label it accordingly. Tell why it is necessary to
disinfect the device and what may happen if it is not disinfected.

+ Step 3 seems to need a warning or precaution statement. Please add a
suitable warning.
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» Step 4 may be confusing. As written, it appears to have steps in the
process, but the items "a" and "b" are not steps. Please revise. In this
step, clarfy whether the 3 minute timer starts before the device touches
the skin in Step 6 or starts in Step 4. The term, "treatment light™ has not
been defined earlier. Please use a term that has been used previously to
lessen confusion.

» The information in Step 7 appears to be about what the device does as
part of either Step 4 or Step 6. Please clarify.

» Step 8 might be improved by starting it with what the user is supposed to
do. The first sentence in Step 8 appears to be properly part of what the
device does during Step 7. Please revise accordingly.

* The text, "Repeat the process. . . ." appears to be a step. Please label it
as a step.
e The text, "You may. . . ." suggests a treatment regimen and a maximum

dosage. Please explain why this is the recommended treatment regimen
and how important it is to follow it. Tell the user how to determine
whether they should repeat the process per area and how to choose

- between 2 and 3 times per week re-treatment regimens. Teli the user
why they should or should not continue to use the device until the
maximum dose Is accumulated. Tell the user what to look for as signs or
symptoms as signals to repeat or not repeat the treatment.

» There is no step 5. Either renumber the steps or insert the missing step
5.

22.Care and Cleaning Instructions
Please revise the following section:

e The section, "Cleaning/Disinfecting" recommends a "mild disinfectant”
but does not describe it. Please include adequate lay person
instructions on how to choose and use a disinfectant in accordance with
its labeling. Clarify how to choose between the "mild disinfectant" and
isopropyl alcohol to use. Explain the necessity for cleaning and
disinfecting the device.

+ Although the instruction does warn about not allowing cleaning treatment
or water to enter the device, there is little information on how watertight
the device is. For example, the instruction does not warn against
washing the device with hot soapy water such as inside a dishwasher,
which would not submerse the device. Please revise as necessary.

23. Storage Information ,
In the section on Battery Care, there is language lay persons will likely not
“understand, such as "connected to system load.” Please revise. In addition, the
section seems to suggest that it s OK to connect the power adapter to the
system for "infinite" time, but if the unit is not being used for "extended periods of
time" the instruction recommends that the power adapter not be connected.
Please revise this section to give specific clear directions.
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XVI. Responses to Comments

XVIL.

1.

In addition to Al Deficiencies:

Comment 1: The questionnaire administered to the subjects asked for their
opinions on the quality of instructions and the device. Gathering subjects’
opinions on whether they think the information in the user manual is clear does
not measure the manual’s clarity or their understanding of the information in the
manual because they are part of the test and not, therefore, able to make these
measurements. There needs to be an independent measure of subjects’

understandings to assess the utility of the labeling. Questionnaires designed for -

assessing comprehension of information measure success and failure—not likes
and dislikes.

-Want to see individual patient data—their comments, concerns/improvements (if
any, from study).

Found adequate in new study (Al S3 Supplement).

(b)(4).(b)(3)

Found adequate in new study (Al S3 Supplement).
Deficiencies

User Study Report

(b)(4),(b)(3)
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Xy P@).E)5)

XVIl. Recommendation
(b)(4)
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Date
Atig Chowdhury

Biomedical Engineer
General and Surgical Devices Branch
Division of General, Restorative, and Neurological Devices

Yiw B Yoy /| fiw) o5

Acting Branch Chief 7 Date
Kareem Burney

General and Surgical Devices Branch

Division of General, Restorative, and Neurological Devices
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SEVICy,
r .

Food and Drug Administration
Office of Device Evaluaﬂon &
Office ol In Vilo Diagnostics

COVER SHEET MEMORANDUM

B T ' 7 l/lthﬂh
\F|Vum-. Reviewer f\ilarne — jif’g ‘ Q_ ;
Subject:  510(k) Nurber . WD

To; - The Record

_ Please list- CFS dizgision code A—:L

a- Refused o accept (Nole: this s is considered the first review ¢

yele, See Screening Checkllst :
htlp:feroom.fda. gov/eRoomReg.’l’l!esiCDRHSICDRHPremarketNot!fcanonS1DkPro ramf{) 5831f8creen|n
202%2007 :

dditional’ Informatiae o Telephane Hold).
O Final DecisonR Sk; SE wuﬁ leltalmns NSE Wilhdrawn etc)

1%20Checklist’

Pfease complete lhe fc!!awmg for a flnat c?earance dems;on (i e, SE SE Wlth leltations &fc, )
|nd|cat|on5 for Use Page ' ' o

A!rach IFU
510{k) Summarylsm(k) Statement
-_'Truthful and Accuraie Statement

| Atach Summafy '

o : .| Must-be present for a Final Decision | ¢
|Isthe devie Class Ili7. + o - R

1T yes, does firm include Class Il Summary'?' '
| Boes firm. Teference staridarda? -

-_Mtis't be present for a Final Decisfon -

(lf yes, please attach form frofm http‘:ﬂww.fda.qovigpacom/rnonéghoipésﬁfdéfer‘r'nsi_F'DA—. i /
3684.p0) _ 7 R acomyT Azt . _ .
ls thls a combinatlon product’? e L
(Please specify category., _ /1
... hitocts da i .
, 3 420ALGORI c o 1 )
- F ts‘thisarraprocessed single Use. device?” ” ' S T
" {Guldance for Industry ang: FDAStaff MDUFMA Va!ida’ziein ﬁaia in 510(k)5 for TR R
... ). Reprocessed Sin [e-Use Médicat Davices, htt *Iiwwf’da el !cdrh}odef udance1 Ghijl) | - I //’
|08 thls devide Intended for pedtatrlnuseonly‘? ' A I e |
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o Is clhifcal data | neceasaryte supporfthe raview.of this, 51D(k)?
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f {if not, then applicant mustbe cantacted o abtaln completed fen'n)

X
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is this device subjeci lo Section 522 Postmarket 8urve|| lance?
{Postmarket Surveiliance Guidance,

Dt Aawy, fda qov!cdrh/osh!qu:dance/B18 himi)

Contact- O3B,

fs {his device subjecl (o the' Tracking Regulation? (Medical Device Track!ngk | Conlact oc. |
Guadance hitp:fiwww.{da. qov/cdrh!aompiqmdanceﬁ 69, htmi] o

Regulatmn Number . " Class* ' ‘ Preduct Code-

21 CFL §79. 4810 I . |

| _ GEX
‘It unclasslfied, see 51D_(k]-8(afﬂ C
Additlonal Product Codes:

" Review: ©.

fe Qi

L G/SM% 7/1(/
Branchcrfef) e

(Branch Code) - " {Date)
Final Review:-

| Diﬁision Director) |

,'-'(D__a_té)
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Premarket Notification [510(k)] Review

’ Traditional
K080591/52
DATE:. July 24, 2008
TO:  The Record , ' OFFICE: ODE
FROM: Atig Chowdhury (Biomedical Engineer) DIVISION: DGRND

510(K) HOLDER: Pharos Life Corporation
DEVICE NAME: Tanda Skincare System, Model: PTSCS

CONTACT: Phil Cuscuna, Quality Assurance and Regulatory Manager
11-380 Jamieson Pkwy
Cambridge, Ontario N3C 4N4

PHONE: 519-651-1177 ext. 225

FAX: 519-651-2277

EMAIL: phil.cuscuna@pharoslife.com

|. Purpose and Submission Summary: :
The 510(k) holder would like to introduce the Tanda Skincare System, Model:
PTSCS. Under this submission the sponsor is seeking clearance to market this new
device for Over the Counter Use and as a Class Il device. The sponsor is being
requested additional information regarding following topics and this submission is
being put ON HOLD until they provide the requested information.

— Protective Goggles OD Values
- Statistical. ' :
- OTC Labeling

Il. Administrative Reguirements

Indications for Use page (Indicate if: Prescription or OTC)
Truthful and Accurécy Statement

510(k) Summary or 510(k) Statement

Standards Form ”

MM I X

lll. Device Description

Is the device life-supporting or life sustaining?

K080591 — Tanda Skincare System, Model: PTSCS %
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Is the device an implant (implanted longer than 30 days)?

Does the device design use software? X

is the device sterile? ) - | - X

Is the device reusable (not reprocessed single use)?
Are “cleaning” instructions included for the end user?

(b)(4),(b)(3)

For the treatment of acne, the blue LED light (414nm wavelength) head is attached
to the Tanda unit. Attaching the treatment head is accomplished by sliding it over
the control unit until it “clicks” in place. A release button detaches the head from the
control unit. The device consists of the hand piece (main unit), the hand piece
cradle, the clear treatment head — 414 LED array, 9V medical grade universal power
adaptor, protective eye goggles, user manual, warranty card, and cloth carrying
case.

IV. Indications for Use
The indication for use as given in the IFU statement (section 7, pg 21) is, “The
Tanda Skincare System is generally indicated to treat dermatological conditions.
Specifically, Blue light modules are indicated to treat mild to moderate inflammatory
acne.” This is similar to the predicates, however, the OTC claim will not be granted
until the usability (labeling comprehension) study is found adequate.

V. Predicate Device Comnarisnn

(b)(4).(b)(5)
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FOI - Pafeos1Plodiig@6 ife Corporation Page 2 of 17 MEMO By AQC 87



VI. Labeling
The sponser has provided draft package inserts for device that include necessary
directions for use, indications for use, safety instructions, warnings, and warranty
statements.

(b)4).(b)(3)

VII. Sterilization/Shelf Life/Reuse
The sponsor has not provided a sterilization section, but it appears that it is non-
applicable since the predicated submission’s review for KO70185 stated the same
thing. Thus, it is assumed the device is provided non-sterile. For cleaning, the
sponsor recommends using a clean, soft, lint free cloth moistened with warm water
and mild detergent. This is found adequate.

VIIl. Biocompatibility
The sponsor has stated they have complied with ISO 10993-1 and have completed
Cytotoxicity, Sensitization, and Irritation tests. In addition, this information is
identical to predicate KO70185. This is found adequate.

IX. Software
The sponsor states that this device has a minor level of concermn.

Version:
Level of Concern: Minor
N j Yes m

Software description: X
Device Hazard -Analysis: _‘ X
Software Requirements Specifications: - X
Architecture Design Chart: | o X
Desigﬁ Specifications: FoX

| Tr'éceability Analysis!Métfix: X

K080591 — Tanda Skincare System, Model: PTSCS ,
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'Develq’gment: - X

) Verification & Validation Testing: - X
Revision level history: 7 , | X
Unresolved anomalies: , X

All software sections contained within this submission are found to be acceptable
documentation of the software and meets the software concerns as described in the
FDA Guidance for the Content of Premarket Submissions for Software Contained in
Medical Devices, dated May 29, 1998.

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety
The sponsor has indicated in the Operator's Manual that it will comply to 21 CFR
1040.10 and 1040.11. This is found adequate.

Xl. Performance Testing — Bench
None provided

Xll. Performance Testing — Animal
None Provided

XIll. Performance Testing — Clinical
The sponsor states the purpase of this clinical study is to evaluate subjective
opinion and/or experience of self diagnosis and self treatment administration of the
device according to its intended use. The study examined the number of subjects
that could:
' +« Demonstrate correct understanding of the Acne Self Diagnosis Chart
provided with the Tanda Skincare System;

o Self-diagnose their condition correctly;

» Demonstrate a correct understanding of the device and its application,
including looking at their understanding of the Labeled Warnings and
Precautions; and

e Demonstrate confidence in the use of the Tanda Skincare System
without supervision by a doctor.

Subjects "with mild to moderate acne, treated at the Tennessee Clinical Research
Center (N=21), were recruited to the study.” The inclusion criteria required patients:

to be of either sex

to have mild to moderate acne

be "suitable for inclusion”

willing and able to comply with the treatment

willing and able to give consent, except for those under 18 where legal
guardian gave consent

» atleast 12 years of age

K080591 — Tanda Skincare System, Model: PTSCS
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Patients were excluded when they:

had other skin conditions than mild to moderate acne

had severe nodular acne

used topical or systemic stercids or NSAIDs

had "clinically infected lesions that required treatment with systemic
antibiotics and or local antiseptics and or other treatment”

were pregnant

had "a known history of poor compliance with medical treatment”

"have shown not to be able to correctly and safely self apply TC [Tanda
Clear], as they did not understand the use of the device or expressed not to
be confident to perform self treatment with TC"

Patients who were included and not excluded by the above

1. were required to have "consented to participate, after the nature, scope and
possible consequences of the study have been explained in an understandable
form."

2. "under the supervision of the medical practitioner, it [was] determined if selected
subjects [were] able to identify the grading of their acne to be mild to moderate
and therefore suitable for TC self care treatment.”

3. "[flurther it [was] tested if these subjects [felt] confident and [were] able to apply
Tanda® Skincare System effectively and safely."

4.|(0)4),(b)3)

oL o
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10

11
12
13
14
15
16
17
18

The sponsor provided (Al S1 Supplement) the Clinical Protocol to determine the use
of device. This was adequate, however, did not address the labeling comprehension
aspect of the device. This information was then found to be in a table of the first
clinical protocol within the original submission (TC Self diagnosis and treatment of
mild to moderate acne, pg 14). The table showed the subjects evaluation of the
instructions for use. However, there are many issues with this (See Comments
Section).

(b)(4),(b)(3)

Jack McCracken of OCER provided the Labeling review of the Al S1 responses and
provided additional deficiencies. (See Labeling Consult, Attached)
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XIV. Substantial Equivalence Discussion

| Yes No
1. Same Indication Statement? FYES=GoTo3
2. Do Differences Alter The Effect Or Raise | | If YES = Stdp NSE
New |ssues of Safety Or Effectiveness? 1
3. Same Technological Characteristics? fYES=GoTob
4. Could TH; New Characteristics Affect o If YES=GoTo6
Safety Or Effectiveness? -
5. Descriptive Characteristics Precise IfNO = Go'To 8
Enough? . | fYES=Stop SE
6. New Types Of Safet.y. Or.EffeCtiveness If YES = Stop NSE
Questions?
7. Accepted Scientific Methods Exist? | If NO = Stop NSE
8. Performance Data Available? If NO = Request Data
9. .Data [')ém.o.nét‘rate EqUivaIrérhce'? Final Decision: Al

XV. Deficiencies (Sponsor Responses to S1 Al)

1.

Usability Study for OTC Claim _

In your submission, you have indicated that you want this device to be cleared for
Over-the-Counter (OTC) use. You have not provided a protocol which
determines how individuals read the instructions for use and if they can use the
device correctly. In fact, except for the first instance of treatment, there is no
information oh how patients actually used the device during the study. Please
provide the protocol of your self-selection study which includes the instructions
for use to determine whether the patients can use the device correctly. This
protocol must be identical to the instructions for use of your prescription cleared
device (your treatment regimen of doses and # of treatments were not identical in
the prescription and OTC devices' operators manual). In addition, please provide
data/or rationale explaining how the eyewear worn on the patient does not alter
the efficacy of the device while the patient self-administers treatment from the
device.

To avoid confusion Pharos Life initially elected to provide only applicable
sections of the profocol. This protocol, in fact, included two separate studies..
The first study deals with user self-selection and self-application of treatment and
was the infended study to support the 510(k) submission. The second study was
a user efficacy study, which was primarily intended to obtain information for
marketing purposes. At the time of initial submission of the 510(k) notice

K080591 — Tanda Skincare System, Model: PTSCS
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(February 26, 2008) only the first study was complete, and the second study was
stiff underway.

To prevent further confusion, Pharos Life has submitted the protocol in its
entirety. Subsequent to the submission of the 510(k) the user efficacy study was
completed and a test report developed. Both the complete protocol addressing
both studies and the user efficacy report is included in Appendix 1 to this
submission.

(b)(4),(b)(3)

The eyewear permits the user to see the device at the appropriate wavelength to
allow for adequate visualization of the device. The optical density of the eyewear
is included in Appendix 7.

This was found to be adequate. The efficacy and treatment issue is not an issue.
The labeling comprehension study is the study of interest. Also, the eyewear
posed an additional deficiency. (See Deficiency & Comments Section)

2. Self-Selection Study
In. your Clinical Study Protocol and Report it appears that you have initially
screened the subject population by having an inclusion criterion of
“Patients...who have mild to moderate acne of the face.” By enly including
patients with mild and moderate acne, we don’t know if patients for whom the
device was not intended will misdiagnose themselves and use the device. We
want to know not only if patients with mild and moderate acne can diagnose that
they have mild and moderate acne, but we also want to know that patients with
no acne and/or severe acne can diagnose that they don't have mild or moderate
acne. Thus, the purpose of the self-selection study is to evaluate the ability of
the population in general to determine if they are the correct purchasers of the
device. Please revise your Clinical Study Protocol to reflect these changes.

(b)(4),(b)(5)
K080591 — Tanda Skincare System, Model: PTSCS Coj
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correctly identify their condition and properly sefect themselves as candidates for
treatment with the Tédnda. The severity of the patient’s acne should not impact
the subject’s ability to assess that condition’s severity.

(b)(4).(b)(3)

This is found adequate. Again, efficacy here is not the issue. Since the sponsor
will adopt the same labeling as the predicate Zeno which is cleared for OTC use,
the self-selection criteria is negligible.

XVI]. Deficiencies

(b)(4),(b)(3)

K080591 — Tanda Skincare System, Model: PTSCS
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(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)
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iewer Date
Atiq Chowdhury
Biomedical Engineer
General and Surgical Devices Branch
Division of General, Restorative, and Neurological Devices

M\ 3 Gty i, i -7/}51]0?

Branch Chief [Date v
Neil Ogden

General and Surgical Devices Branch

Division of General, Restorative, and Neurological Devices
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(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



SERVICES
-5'“’.‘l “,
&

g | L - Foed and Drug Administration

H C ) Office of Device Evaluation &

‘_ﬁr* _ . Office of In Vitre Diagnostics
Sl COVER SHEET MEMORANDUM '

From: Reviewer Name A’Tfa* Cffowﬂmlﬁ‘f

Subject:  510(k) Number | ﬁ\() m /1/6/

To: The Record '

Pleasé list CTS decision code A X
0 Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

http://eroom.fda. qow’eRoomRequnles/CDRH:BICDRHPremarketNotlﬁcatmnmOkProuramIO 5631!Screenmq%ZUChecktrst%ZU?%
202%2007.dog )

O Hold (Additional Information or Telephone Hold)
Lt Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).

Please complete the following for a final clearance decision (i.., SE, SE with Lifmitations, etc.):

Indications for Use Page ‘ Aftach IFU
510(k) Summary /510(k) Statement , Attach Summary _
Truthfut and Accurate Statement , ' .| Must be present for a Final Decision '

Is the device Ciass I11?

If yes does fi irm mclude Class Il Summary'? Must be present for a Final Decision

Does firm reference standards?
(If yes, please attach form from http:/fwww. fda qow‘opacomfmorecholces/fdaferms/FDA~
3654 .ndf)
Is this a combination product? : ' _ . :
(Please specify category. . see ‘ ‘ ' -~
http://eroom.fda.qovieRoomRe !Fttes/CDRHB/CDRHPremarketNotlﬁcatJon51 OkProgram/0_413b/C0O :
MBINATION%QOPRODUCT%ZOALGORITHM%ZO( REVISED%203 12-03).DOC '

Isthis a reprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, http://www fda. ov/cdrhlodel uudance!1216 htmt)

P

Is this device intended for pediairic use only? 7
| 15 this a prescrrptlon device? (If both prescrlptlon & OTC check both boxes.) : - ’7 _

e

Is clinical data necessary to- support the review of this 510{k)?
Did the applicatien include a completed FORM FDA 3674 C-‘emﬁcatton with Requ:rements of
- ClinicalTrials. gov Data Bank?

{If not, then apptlcant must be contacted to obtain completed form.)

Does this dévtce'include an Animal Tissue-SourCB‘?
All Pediatric Patients age<=21
Neonate/Newborn {Birth to 28 days) .

7~

infant (29 days < 2 years old) -
Child {2 years -< 12 years old) o _ o . o 71

Adolescent (12 years -< 18 years old) , S , S e

e

-

e

Transitional Adolescent A (18 <21 years old) Special conmderahons are being given to this
group, different from adults age = 21 (dlfferent device desngn or testlng, different protocul
- procedures, etc.) . :

Transitiona Adolescent B (18 <= 21; No speclal con5|derat|ons cornpared to adults => 21 years‘
old)

Nanotech no!ogy

lRev T o - | | o | QS?
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Is this device subject to Section 522 Postmarket Surveiliance? Contact OSB.

(Postmarket Surveillance Guidance, :
http:/iwww.fda.govicdrh/osb/quidance/316.html) )

Is this device subject to the Tracking Regulation? {Medical Device Tracking Confact OC, -
Guidance, hitp://www fda.gov/cdrh/comp/guidance/169 html) _ '

Regulation Number ' Class* Produpt Code

2| CFL g79.4810 S I FE X

_ (*If unclassified, s 510(k) Staff)
Additional Product Codes:

‘Review: E Ci% ,.: | 6’57‘)& féﬂ/ﬁg |

(Branai Chief) " (Branch Code) (Date)

Final Review:

(Division Director) - O {Date)
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N Premarket Notification [510(k)] Review

Traditional

K080591/51
DATE: May 30, 2008
TO: The Record . OFFICE: ODE
FROM: Atig Chowdhury (Biomedical Engineer) DIVISION: DGRND

510(K) HOLDER: Pharos Life Corporation

'DEVICE NAME: Tanda Skincare System, Model: PTSCS

CONTACT: Phil Cuscuna, Quality Assurance and Regulatory Manager
11-380 Jamieson Pkwy '
Cambridge, Ontarioc N3C 4N4

PHONE: 519-651-1177 ext. 225

FAX: 519-651-2277

EMAIL: phil.cuscuna@pharoslife.com

. Purpose and Submission Summary:
The 510(k) holder would like to introduce the Tanda Skincare System, Model:
PTSCS. Under this submission the sponsor is seeking clearance to market this new
device for Over the Counter Use and as a Class Il device. The sponsor is being
requested additional information regarding following topics and this submission is
being put ON HOLD until they provide the requested information.

— Usability Study
— Statistical
- OTC Labeling

Il. Administrative Requirements

Indications for Use page (Indicate if: Prescription or OTC)
Truthful and Accuracy Statement

510(k) Summary or 510(k) Statement

Standards Form

XXX X

Ill. Device Description

|

1 Is the device life-supporting or fife sustaining? - } f X }

K080581 — Tanda Skincare System, Model: PTSQS ‘ |
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Is the device an implant (implanted longer than 30 days)? X
Does the device design use software? X
Is the device sterile? _ X
Is the device reusable (not reprocessed single use)? X

Are “cleaning” instructions included for the end user?
(b)(4),(b)(5)

For the treatment of acne, the blue LED light (414nm wavelength) head is attached
to the Tanda unit. Attaching the treatment head is accomplished by sliding it over
the control unit until it “clicks” in place. A release button detaches the head from the
control unit. The device consists of the hand piece (main unit), the hand piece
cradle, the clear treatment head — 414 LED array, 9V medical grade universal power
adaptor, protective eye goggles, user manual, warranty card, and cloth carrying
case. :

IV. Indications for Use
The indication for use as given in the IFU statement (section 7, pg 21) is, “The
Tanda Skincare System is generally indicated to treat dermatological conditions.
Specifically, Blue light modules are indicated to treat mild to moderate inflammatory
acne.” This is similar to the predicates, however, the OTC claim will not be granted
until the usability study is found adequate.

(b)(4),(b)(3)
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VI. Labelina
(b)(4),(b)(5)

Vil. Sterilization/Shelf Life/Reuse ,
The sponsor has not provided a sterilization section, but it appears that it is non-
applicable since the predicated submission’s review for K070185 stated the same
thing. Thus, it is assumed the device is provided non-sterile. For cleaning, the
sponsor recommends using a clean, soft, lint free cloth meistened with warm water
and mild detergent. This is found adequate.

VIlI. Biocompatibility
The sponsor has stated they have complied with ISO 10993-1 and have completed
Cytotoxicity, Sensitization, and Irritation tests. In addition, this information is
identical to predicate KO70185. This is found adequate. :

IX. Software
The sponsor states that this device has a minor level of concern.

Version:
Level of Concern: Minor

Software description: X
Device Hazard Analysis: X
Software Requirements Specifications: X
Architecture Design Chart: ) X
Design Specifications: _ X
Traceability Analysis/Matrix: X
Development: . ' X
Verification & Validation Testing: | X
Revision level history:
Unresolved anomalies: X

4

All software sections contained within this submission are found to be acceptable
documentation of the software and meets the software concerns as described in the
FDA Guidance for the Content of Premarket Submissions for Software Contained in
Medical Devices, dated May 29, 1998.
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X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

The sponsor has indicated in the Operator's Manual that it will comply to 21 CFR
1040.10 and 1040.11. This is found adequate.

Xl. Performance Testing — Bench

None provided

Xll. Performance Testing — Animal

None Provided

Xill. Performance Testing — Clinical

The sponsor states the purpose of this clinical study is to evaluate subjective
opinion and/or experience of self diagnosis and self treatment administration of the
device according fo its intended use. The study examined the number of subjects

that could:

Demonstrate correct understandlng of the Acne Self Diagnosis Chart
provided with the Tanda Skincare System;

Self-diagnose their condition correctly;

Demonstrate a correct understanding of the device and its application,
including looking at their understanding of the Labeled Wamings and
Precautions; and

Demonstrate confidence in the use of the Tanda Skincare System
without supervision by a doctor.

Subjects "with mild to moderate acne, treated at the Tennessee Clinical Research
Center (N=21), were recruited to the study.” The inclusion criteria required patients:

to be of either sex

to have mild to moderate acne

be "suitable for inclusion”

willing and able to comply with the treatment

willing and able to give consent, except for those under 18 where legal

guardian gave consent
« atleast 12 years of age

Patients were excluded when they:

had other skin conditions than mild to moderate acne

used topical or systemic stercids or NSAIDs

»
» had severe nodular acne
[ ]
[ ]

had "clinically infected lesions that required treatment with systemic
antibiotics and or local antiseptics and or other treatment”

+ were pregnant

+ had "a known history of poor compliance with medical treatment”

K080591 - Tanda Skincare System, Model: PTSCS
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s "have shown not o be able to correctly and safely self apply TC [Tanda
Clear], as they did not understand the use of the device or expressed not to
be confident to perform self treatment with TC"

Patients who were included and not excluded by the above

1. were required to have "consented to participate, after the nature, scope and
possible consequences of the study have been explained in an understandable
form." ' '

2. "under the supervision of the medical practitioner, it [was] determined if selected
subjects [were] able to identify the grading of their acne to be mild to moderate
and therefore suitable for TC self care treatment.”

3. "[flurther it [was] tested if these subjects [felt] confident and [were] able to apply

Tanda® Skincare System effectively and safely."”
4 | (0)(4),(b)(5)

~—
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A Statistical Consult was given to Alvin Van Orden of OSB. He commented that
the clinical study was poorly designed, and the analysis was not properly done or
presented. (See Statistical Consult, Attached)

A Labeling consult was given to Jack McCracken of OCER. He commented that
this study makes it difficult to conclude that the study's main objectives were met.
Thus, it is seems inconclusive that lay persons buying this device OTC will be able
to comprehend the self-selection criteria and use the device's labeling to properly

" use the device. (See Labeling Consult, Attached)

XIV. Substantial Equivalence Discussion

_ Yes No
1. Same Indication Statement? If YES =Go To 3
2. Do Differences Alter The Effect Or Raise - If YES = Stop NSE
New Issues of Safety Or Effectiveness?
3. Same Technological Characteristics? IfYES=GoTob
4. Could The New Characteristics Affect . - fYES =GoTo 6
Safety Or Effectiveness?
5. Descriptive Characteristics Precise IfNO=GoTo 8
Enough? If YES = Stop SE
6. New Type's Of Safety Or Effectiveness If YES = Stop NSE
Questions?
7. Accepted Scientific Methods Exist? If NO = Stop NSE
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(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)



(b)(4),(b)(5)





























































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































